Blue Cross of California

Rob Seidman, Pharm.D., M.P.H.
Vice President
Blue Cross of California Pharmacy

April 30,1999

Food and Drug Administration
Center for Drug Evaluation and Research (HFD+21)
ATTN: Gloria Ortega
5600 Fishers Lane

Rockville, MD 20857

Dear Ms. Ortega:

In support of FDA docket number 98P-0610/GP, we have recently obtained copies of
reported adverse drug events for over-the-coynter non-sedating antihistamines available
in Canada. A search of the entire Canadian national database was performed for all
suspected adverse events associated with over-the-counter non-sedating antihistamines.
All information provided is current from each drug's date of initial marketing through April
12, 1999. The Continuing assessment Divisidn of the Bureau of Drug Surveillance in
Canada provided the reports. It is important tp note that the reports provided to the
Bureau have not been scientifically or otherwise verified as to the cause and effect
relationship between the drugs taken and theif potential negative impact on the patient.

Of the million of over-the-counter antihistaming doses dispensed in Canada, the
Canadian Bureau of Drug Surveillance received 79 potential incidents of a drug
interaction for fexofenadine, 94 for loratadine and 43 for cetirizine. In the majority of
these cases where a suspected adverse drug|reaction occurred, the patient recovered
without any impairment. In all cases, the relationship between the drug and the reported
adverse event could not be established.

In support of docket number 98P-0610/CP, | request that the FDA review the over-the-

counter safety data compiled by the Canadiar| Bureau of Drug Surveillance. In addition,
please review the safety data in the direct to qver-the-counter Canadian drug approvals
for loratadine, fexofenadine and cetirizine.

ThankC,‘
S

Robert Seidman

cc: Andrea Masciale
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21555 Oxnard Street » Woodland Hills, CA 91367 « Tel: (818) 610-4817 Fax: (818) 712-6482

An Independent Licensee of the Blue Cross Association
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MESSAGE/MESSAGE:
Dear Mr. seidman,

This is further to your fax dated December 16, 1998 requesting
information on suspected adverse drug reactions (ADRs) associated with the use of
cetirizine, fexofenadine and loratadine. We apologize for the delay.

A search of the national database was performed for all the suspected
adverse reactions associated with these suspected drugs. The attached printouts
outline the results. These printouts cover the time period since marketing until
April 12, 1999. There may be reports which have been received by the program
which are not yet entered into the database. Kindly direct your attention of all
persons using these printouts to the following Caveat:

CAVEAT: The vast majority of reports on which this summary is based are
submitted by health practitioners and to a lesser extent laypersons. Each report
representg the suspicion, opinion or observation of the individual reporter.
Cause and affect relationghips have not been established in the vast majority of
reports submitted. The information contained in these reports to the Health
Protection Branch ig raw information and has not been scientifically or otherwise
verified as to cause and effect relatiounship by Health Protection Branch
scientists. Only a small proportion of suspected adverse reactions are reportad
to the program, consequently this information must not be used to estimate the
incidence of adverse reactions. Reports submitted by pharmaceutical
manufacturers are included in this zummary. This summary contains unpublished
data and is provided to you with the understanding that this data will be used
only within your immediate organization.

If vyou have any further questions, please do not hesitate to contact me.

Pascale Springuel
RECEIVED TIME APR.13. 11:31AM
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. Summary of Repored Adverse Drug Reactions
Active Ingredient: Loratadine - "Suspected Drug"

. All Reports received and entered into database before April 12, 1999
Case report Drug Age Sex Dosage Duralion of treatment Drug Involvement Dose of drug Outcome
number bame form
0066744 64 Year(s) Femate Reouvered without sequelae
LORATADINE 02 Month(s) Suspected 10.00 Milligrems 1 Daily
System Organ Class: WHO Adverse Reaction Term:
METABOLIC AND NUTRITIONAL DISORDERS WEIGHT INCREASE
CALCIUM SUPPLEMENT Concomitant 500.0 Milligrams 3 Daily
VITAMINC Concomitant 500.0 Milligrams 1 Daily
VITAMINE . Concomitan( 400.0 Milligrams 1 Daily
0067394 $7 Year(s) Malc ~ Recovered without scquelac
CLARITIN 08 Day(s) Suspected 10.00 Miltigrams t Daily
System Organ Class: WHO Adverse Reaction Term:
PSYCHIATRIC DISORDERS AGITATION
-BODY AS A WHOLE - GENERAL DISORDERS . ANAPHYLACTOID REACTION . e
PSYCHIATRIC DISORDERS ANOREXIA
GASTRO-INTESTINAL SYSTEM DISORDERS DYSPHAGIA
e — VISION DISORDERS VISION BLURRED -
RESPIRATORY SYSTEM DISORDERS DYSPNOEA
PSYCHIATRIC DISORDERS ' IRRITABILITY
CENTR & PERIPH NERVOUS SYSTEM DISORDERS FAINTNESS
HISMANAL Other 10.00 Milligrams | Daily
SELDANE Other 60.00 Miiligrams 2 Daily
0068518 30 Year(s) Femate Recovered without sequelac
CLARITIN 02 Day(s) Suypected 10.00 Milligrams 1 Daily
System Organ Class: WHO Adverse Reaction Term:
MUSCULO-SKELETAL SYSTEM DISORDERS MYALGIA
AMITRIPTYLINE Concomliant 50.00 Milligrams ) Daily
0069857 63 Year(s) Female . Recovered withou! scquelae
CLARITIN Suspected 10.00 Milligramns
System Organ Class: WHO Adverse Reaction Term:
PSYCHIATRIC DISORDERS NIGHTMARES
CH%&LEDYL Concomiant 100.¢ Milligrams

ZaHa77)aTaT Nl SR 286 €19 IFDONYTITIINANS TN

JCAVEAT: The vast majorily of reports on which this summary is bused are subnitted by health practitioners and 1o a lesser extent laypersons. Each report represenls the suspicion,
opinion or observation of the individual reporter. Cause and ¢[ffect relutionshiips have not heen established in the vast majority of reporis submitted. The information contained in these .
reports to the Heallh Canada is raw information and has not been scientifically or otherwise verificd as fo caus: and effect relationship by Health Canada scientists. Oaly a small April 12, 1999
roportion of suspected adverse reaclions are reported (o the pvo%nm, consequently this information must not be used to estimate the incidenoe of adverse reactions. Reports submiited
y harmaoculic:q mannfaclurers are included in (his summary. This summary conlains uapublished dala and is provided to you with the understanding that this data will be used only Page |1 of23
within your imimcdiate organization. Produced by: Adverse Drug Reaction Reporting Unit, Burcau of Drug Surveillance, Therapcutic Products Programme.
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‘ Sumary of Reported Adverse Drig Reactions
Active Ingredient: Loratadine - Suspected Drug"

. All Reporis reccived and enterred into database before April 12,1999
Case report Drug Age Sex Dosage Duration of {reatment Drug Involveinent Dose of drug Outcome
number _pame form
N _ R
0070678 40 Yeur(s) Male Recovered without sequelac
CLARITIN Suipected 1.00 Dosage forin
System Organ Class: WHO Adverse Reaction Term:
PSYCHIATRIC DISORDERS . LIBIDO DECREASED
0070843 74 Year(s) Male Recovered without sequetas
CLARITIN 01 Day(s) Suspected 10.00 Milligrams
System Organ Class: WHO Adverse Reaction Term:
HEART RATE AND RHYTHM DISORDERS TACHYCARDIA ATRIAL
METAMUCIL Concomitant 10.00 Millicuric 2 Daily
0073162 40 Year(s) Femule Recovered withou! sequelac
CLARITIN Suspected _
System Organ Class: WHO Adverse Reaction Term:
HEART RATE AND RHYTHM DISORDERS TACHYCARDIA
VASCULAR (EXTRACARDIAC) DISORDERS FLUSHING
VISION DISORDERS ACCOMMODATION ABNORMAL
0073942 - 30 Year(s) Male Recovered without sequelac
CLARITTIN 0! Day(s) Suspected 10.00 Miltigrams
System Organ Class: WHO Adverse Reaction Term:
PSYCHIATRIC DISORDERS INSOMNIA
HEART RATE AND RHYTHM DISORDERS TACHYCARDIA
ORUDIS 02 Day(s) Concomitant 200.0 Milligrams
PENGLOBE 04 Day(s) Concomitant 400.0 Milligrams 2 Daily

-_

CAVEAT: The vast majority of reporis on which this summary is based are submitled by health practitioners and to s lesser exient laypersons. Each report represents the suspicion,
opinion or observation of the individual reporter. Canse and clfect relationships have not been established in the vast majorily of repots submitted. The information contained in these .
reports to the Health Canada is raw information and has nol been scicnlifically or otherwise verified as to cause and cfTect relationship by Veslth Cenada scicntists. Only a smalf April 12, 1999
roporlion of suspecied adverse reactions arc reported to the plO%&ﬂl. couscquently this information must not be used to eslimate the incidence of adversc reactions, orls submilted
y pharmiaccutical manufacturers are included in this summary. This summary comtains unpublished data and is provided 1o you with die understanding that this data will be uscd only Page 2 0f23
within your immediate organization.. Produced by: Adverse Drug Reaction Reporting Unil, Burean of Deug Surveiltance, Therapeutic Products Programme. :
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Summary of Reported Adverse Drug Reactions
Aclive Ingredient: Loratadine - "Suspected Drug"
All Reports received and entered info database before April 12, 1999

Case report Drug Age Sex Dosage Duration of treatinent Drug Involvement Deose of drug Outcome
- number  Pame form
m
Q0074381 70 Ycar(s) Female Recavered without seqnclae
= CLARITIN 01 Day(s) Suspected 1.00 Dosage form 1 Daily
G System Organ Class: WHO Adverse Reaction Term:
- SKIN AND APPENDAGES DISORDERS RASH ERYTHEMATOUS
< CENTR & PERIPH NERVOUS SYSTEM DISORDERS DIZZINESS
BODY AS A WHOLE - GENERAL DISORDERS OEDEMA OF EXTREMITIES
D MUSCULO-SKELETAL SYSTEM DISORDERS JOINT SWELLING NON-INFLAMMATORY
_;8 SKIN AND APPENDAGES DISORDERS PRURITUS
- PREMARIN Concomitant
© PREDNISONE Treatment 30.00 Milligrams
~ 0076929 50 Year(s) Female Not yet recovered
W CLARITIN 03 Day(s) Suspected 10.00 Milligrams
5 System Organ Class: WHO Adverse Reaction Term:
= METABOLIC AND NUTRITIONAL DISORDERS DEHYDRATION
VISION DISORDERS EYE ABNORMALITY
GASTRO-INTESTINAL SYSTEM DISORDERS MOUTH DRY
" CENTRUM 13 Day(s) Concumitant 1.00 Dosuge form
ESTROGENS Continning on Drug Concomitant 1.00 Dosage forn
TEA 0] Week(s) Concomitant
0078195 72 Year(s) Femalc
CLARITIN Suspeeted 16.00 Milligrams 2 Daily
System Organ Class: WHO Adverse Reaction Term:
BODY AS A WHOLE - GENERAL DISORDERS CHEST DISCOMFORT
PSYCHIATRIC DISORDERS ANOREXIJA
CENTR & PERIPH NERVOUS SYSTEM DISORDERS DIZZINESS
BODY AS A WHOLE - GENERAL DISORDERS MALAISE
GASTRO-INTESTINAL SYSTEM DISORDERS NAUSEA
0079176 55 Year(s) Female Recovered without sequelae
CLARITIN 04 Day(s) Suspecied
\Sysiem Organ Class: WHO Adverse Reaction Term:
HPSYCHIATRIC DISORDERS INSOMNIA

CAVEAT: The vast majority of rcports on which this summary is based arc submitled by health practitioners and to a lesser extent laypersons. Each report represents the suspicion,
opinion or observation of the individual reporter. Cause and cffect relationships have not been cstablished in the vast majority of reports submitied. The infotmation contained in these

reporls (o the Health Canada is raw information and has not been scicntifically or otherwise verified as to canse and effeci relationship by Health Cannda scientists. Onll( a simall
C|

roporlion of suspected adverse reactions are reporied to the pmq_vam. conscquently this information must not be wsed 1o estimate the incidence ol adverse reactions.
y J:humnceulica manufacturers are included in this summary.
.within_ your immediate vrganization,. Produced by:. Adverse

his summary coalains unpublished data and is provided 1o you with the undersianding that this data will be used only.
rug-Reaction Reporting Unit, Bureau of Drug Surveillance, Therapeutic Products Programme. :

April 12, 1999
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Suminary of Reported Adverse Drug Reactions
Active Iugredient: Loratadine - ""Suspected Drug"

» All Reports received and entered into database before April 12, 1999
Casc report Drug Age Sex Dosage Duration of treatment Drug Involvement Dase of drug Outcome
- npuymber _name form
l'o"l . ——— —
m 0079581 41 Year(s) Female Recovered withoul sequelac
5 CLARITIN Suspected 1.00 Dosage form
= System Organ Class: WHO Adverse Reaction Term:
! PSYCHIATRIC DISORDERS . PERSONALITY DISORDER
= VENTOLIN Concomitamt
0081473 40 Year(s) Female Recovered without scquelae
B CLARITIN Suspected 1.00 Dosage form
? System Organ Class: WHO Adverse Reaction Term:
w SKIN AND APPENDAGES DISORDERS PRURITUS
SKIN AND APPENDAGES DISORDERS URTICARIA
- BECLOVENT INHALER Concomitaut
R VENTOLIN FOR INHALATION Concomiitant
D HYDROCORTISONE Treatment
0081772 60 Year(s) Malc Reoovered without sequelae
CLARITIN 04 Day(s) Suspected 10.00 Milligrams
System Organ Class: WHO Adverse Reaction Term:
HEART RATE AND REBYTHM DI(SORDERS TACHYCARDIA
081773 36 Year(s) Male Recovered without sequelac
CLARITIN Suspected 10.00 Milligrams 2 Daily -
System Organ Class: IWHO Adverse Reaction Term:
URINARY SYSTEM DISORDERS URINARY RETENTION
GASTRO-INTESTINAL SYSTEM DISORDERS MOUTH DRY
LOPID Concomitant 1200 Miltigrams
0081875 45 Year(s) Female
CLARITIN Suspected 1.00 Dosage form
System Organ Class: WHO Adverse Reaction Term:
HEART RATE AND RHYTHM DISORDERS PALPITATION
CONJUGATED ESTROGENS Concomifant 0.62 Milligeams | Daily

¥

CAVEAT: The vast majority of reports on which this summmary is based are submitted by health practitioners and to a lesser extent laypersons. Each repori represents the suspicion,

opinion or observation of the individual reporier. Cause and cflect relationships have not been established in the vast majority of reports submiticd. plor;
reporis to the Health Canada is raw information and has not been scienlifically or otherwise verified as to cause and effect relationship by Health Canada scicntists. Only asmall

| cport pwq_l‘z:m. consequently this information must not be used to estimate the incidence of adverse reactions. yorls submitted
y pharmaceutical manufacturers are included in this summary. This summarty contsins uopublished data and is provided lo you with the understanding (hat this data wil
... . within your-immediate osganization. .Produced by::-Adverse Deug: Reaction Reporling Unit, Bureat of Drug Surveillance, “Therapeutic Producls Programme:- =7 -7 %
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summary ot Keported Adverse Drug Reaclions
Aclive Ingredient; Loratadine - "Suspected Drug”
All Reports received and enfered info database before April 12,1999

1L

Case repor( Drug Age Sex Dosage Duration of treatment Drug Involvement Dose of drug Outcome
name form
IZ‘D] - — S —————
Q 29 Year(s) Fenale Recovesed wilthout sequelae
=z CLARITIN Suspected 10.00 Milligrams | Daily
5 System Organ Class: WHO Adverse Reaction Term:
- CENTR & PERIPH NERVOUS SYSTEM DISORDERS PARAESTHESIA
r% - Female Reoovered without sequelae
CLARITIN 01 Day(s) Suspected 1.00 Dosage form | Daily
3 System Organ Class: WHO Adverse Reaction Term:
A GASTRO-INTESTINAL SYSTEM DISORDERS NAUSEA
W CENTR & PERIPH NERVOUS SYSTEM DISORDERS HEADACHE
) CENTR & PERIPH NERVOUS SYSTEM DISORDERS DIZZINESS
e BODY AS A WHOLE - GENERAL DISORDERS CHILLS
o NVOVOSPIROTON Concomitant 100.0 Milligrams As necessary
5 RIVOTRIL Concomitant 0.50 Milligrams 2 Daily
. 52 Year(s) Male Recovered without sequelac
CLARITIN Suspected 10.00 Miltigrams 1 Daily
System Organ Class: WHO Adverse Reaction Term:
’ GASTRO-INTESTINAL SYSTEM DISORDERS ABDOMINAL PAIN
45 Year(s) Female Recovered without sequelac
CLARITIN Suspected 10.00 Milligrams -
System Organ Class: WHO Adverse Reaction Term:
GASTRO-INTESTINAL SYSTEM DISORDERS DYSPEPSIA
ZANTAC Treatment 150.0 Miiligrams
47 Ycai{s) Female Recovered witho! sequelac
CLARITIN 05 Mouth(s) Suspected 10.00 Miltigrams
System Organ Class: WHO Adverse Reaction Term:
HEART RATE AND RHYTHM DISORDERS TACHYCARDIA
BODY AS A WHOLE - GENERAL DISORDERS CONDITION AGGRAVATED
ISOPTIN Other 240.0 Milligrams
VERAPAMIL HYDROCHLORIDE I Treatment
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CAVEAT: The vast majority of reports on which this summary is based are submitted by health practitioners and (o a lesser extent fuypersons, Each report represents the suspicion,

opinion or observation of the individual reporter. Cause and effect relationships have not been established in the vast majority of ceports submitied. The information contained in these .

reports to the Health Canada is raw information and has not been scientifically or otherwise verified as to cause and effeci relationshap by Health Canada scientists. OnII{;a small April 12, 1999
Kmporlion of suspected adverse tcactions are reported (o (he prog‘mm, consequently this information must net be used (o estimate the incidence of adverse reactions. {)orcs submitted

y pharmaccutical manufacturers are included in (his summm’B. his summary contains uapublished data and is provided to you with the understanding that this data will be wsed only. _ .
W“Ki'!_.xour immediate organization. Produocd by . Adverse -

; P 4 o
tug Reaction. Reporiing: Unit; Buresu of Disyg Surveillsnoe; Therapentic Products Programme; > - e Page5 of23
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Summary ot Keported Adverse Urug L.eactions
Aclive Ingredient: Loratadine - "Suspected Drug"
All Reports received and entered into database before April 12, 1999

I
)
Case report Drug Age Sex Dosage  Duration of treatment Drug Involvement  Dose of drug Outcome A
number _Mame form o
S —— S ———————————— ]
0083826 38 Year(s) Male Recovered withoul sequciae g;
CLARITIN Suspected 10.00 Milligrams -
System Organ Class: WHO Adverse Reaction Term: &
HEART RATE AND RHYTHM DISORDERS ARRHYTHMIA al
HEART RATE AND RHYTHM DISORDERS PALPITATION )
0083845 7 Year(s) Male Recovered withow! sequelae o
CLARIJTIN 01 Day(s) Suspected 5.00 Milligrams %
Sysle”‘ Ol'ga" Class: WHO Adverse Reaction Term: %]
PLATELET,BLEEDING & CLOTTING DISORDERS EPISTAXIS o
0084067 41 Year(s) Male Recovered wilthout sequelac ‘<:7.'i_]
CLARITIN 01 Day(s) Suspected 10.00 Milligrams 1 Daily . m
System Organ Class: " WHO Adverse Reaction Term: =
PSYCHIATRIC DISORDERS HALLUCINATION 2
CENTR & PERIPH NERVOUS SYSTEM DISORDERS DIZZINESS i
PULMICORT INHALER Concomitant As necessary .
THEOPHYLLINE Concomnitant 600.0 Milligrams e
VENTOLIN Conconitant As necessary -
an
0084068 45 Year(s) Male )
CLARITIN 01 Day(s) Suspected 10.00 Milligrams 1 Daily 8}
System Organ Class: WHO Adverse Reaction Term: i
RESPIRATORY SYSTEM DISORDERS DYSPNOEA p=
BODY AS A WHOLE - GENERAL DISORDERS CHEST PAIN .
CARDIOVASCULAR DISORDERS, GENERAL OEDEMA DEPENDENT o
BODY AS A WHOLE - GENERAL DISORDERS ALLERGIC REACTION 4
P~
0084069 29 Yeac(s) Female Recovered without sequclae 'g\%
CLARITIN 01 Day(s) Suspected 10.00 Milligrams &
Systemn Organ Class: WHO Adverse Reaclion Term: e
CENTR & PERIPH NERVOUS SYSTEM DISORDERS PARAESTHESIA
‘ T
6 S
I:\J:
CAVEAT: The vast majority of reparts on which this summacy is based are submitied by health praclitioners and lo a tesser extent faypersons. Each !]‘%]::{l tepresents the suspicion, .
opinion or observation of the individual reporter. Cause and elfcct refationships have not been established in the vast majority of reporis submiticd. information contained in these .
reports {o the Health Canada is raw information and has not been scientifically or otherwise verified as to cause and effiecct relationship by Heslih Canada scienlists. Only a small Aprit 12, 1999
roportion of msqcclcd adverse rcaclions are reporied to the pmﬁra.m. conscquently this information must not be used lo estimate the incidence of adversc reaclions. l{-, orts submitted
wyughannaceuhca manufaclurers are included in this summary. This summary contains unpublished dara and is provided fo you with the understanding *hal,l!yg dgt‘A_‘i__'w: I be used only. .. ..Page 60f23..

in your-immediate. organization, Produced by:-Adverse.Diug Reaction Reporling: Unit, Burcen of Drug Surveiiance, Therapeutic Products Programme:
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Case report Drug Age Sex Dosage Duration of treatment Drug Involvement Dose of drug Outcome =
number _Rame form .
5 R ()
Q 0084070 48 Year(s) Female Not yel recovered \Ec
2 CLARITIN 05 Year(s) Suspected "
o System Organ Class: WHO Adverse Reaction Term: B
-, CENTR & PERIPH NERVOUS SYSTEM DISORDERS PARAESTHESIA “
% 0084071 42 Year(s) Female Not yet recovered %
CLARITIN 10 Day(s) Suspected 10.00 Milligrams w
2 System Organ Class: WI10 Adverse Reaction Term: =
A PSYCHIATRIC DISORDERS PARONIRIA =
© BECONASE Concomitant 2.00 Dosage form 2 Daily -
’ PREMARIN Concomitant 0.62 Milligrams G
c
"_'_:_ 0084080 24 Year(s) Male - .-Recovered without sequelac il
W "CLARITIN 01 Day(s) " Suspected 1.00 Dosage form r':
2 System Organ Class. WHO Adverse Reaction Term: %
PSYCHIATRIC DISORDERS HALLUCINATION m
PSYCHIATRIC DISORDERS DROWSINESS ov
BODY AS A WHOLE - GENERAL DISORDERS FATIGUE =
0084116 49 Year(s) Male Recovered withoul sequelae &
CLARITIN EXTRA 02 Day(s) Suspected 5.00 Milligrams 2 Daily ~
System Organ Class: WHO Adverse Reaction Term: o
HEART RATE AND RHYTHM DISORDERS PALPITATION a
CARDIOVASCULAR DISORDERS, GENERAL HYPERTENSION 2
VASOTEC Treatment -
0084118 - Male ' Recovered without sequelac %
CLARITIN Suspected 10.00 Milligrams =
System Organ Class: WHO Adverse Reaction Term: Bt
METABOLIC AND NUTRITIONAL DISORDERS OEDEMA PERIOCRBITAL %

0084191 44 Year(s) Male Reoovered without sequelae

CLARITIN EXTRA 02 Day(s) Suspectcd 1.00 Dosage form

DUl Y UL RCPOMCa AQVETse Unig Keactlons
Aclive lugredient: Loratadine - "Suspected Drug"
All Reports received nnd entered Into databasc before April 12, 1999

i System Organ Cluss:
§ MUSCULO-SKELETAL SYSTEM DISORDERS

WHO Adverse Reaction Term:
ARTHRALGIA

CAVEAT: The vast majority of reports on which this summoary is based arc submitled by health practitioners and to a lesser extent laypersons. Each report re

prescnts e suspicion,

ves8A° A

opicion or obscrvation of the individual reporter. Cause and elfect relalionships have nat been established in the vast majority of reporis subnitted. The information contained in these .

reports to the Health Canada is raw information and has not been scientifically or otherwise verificd as to causs and effect rejationship by Health Canada scientists. Onllz a smafl April 12, 1999
roportion of suspecied adverse reaclions arc reported to the prograni, consequently this information must no{ be uscd o estimate the incidence of adverse reactions. Keporis submilicd

Ey harmacculical manufacturers arc inchided in this summary. This summary containg unpublished dats and is provided to you with the undersianding that this data willbe usedonly, . . _Page 7 of23..
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QUIMMATY OT IEPOTICU ANVETSE Liug Reaclions
Active Ingredient: Loratadine - "Suspected Drug"
All Reports received and entered into database before April 12, 1999

D
U
Case report Drug Age Sex Dosage Duralion of freatment Drug Involvement Dose of drug Outcome A
number = Wame form b
p.1] - W
m — -
ﬁ 0084372 47 Yea(s) Female Recovercd without sequelae %
< CLARITIN 01 Day(s) Suspecled 10.00 Milligrams .
o System Organ Class: WHO Adverse Reuction Term: B
— CENTR & PERIPH NERVOUS SYSTEM DISORDERS SHAKING @
s HEART RATE AND RHYTHM DISORDERS ARRHYTHMIA )
A
0084373 55 Yeur(s) Recovered without sequelae o
2 CLARITIN 01 Day(s) Suspected 10.00 Milligrams 2 Daily =
o System Organ Class: WHO Adverse Reaction Terin: %
o PSYCHIATRIC DISORDERS EUPHORIA m.‘
) PSYCHIATRIC DISORDERS PERSONALITY DISORDER %
- CENTR & PERIPH NERVOUS SYSTEM DISORDERS TREMOR LIMB &
W 3084374 TVears) | Female oy =
g CLARITIN 01 Day(s) Suspected 1.00 Teaspoonful %
System Organ Class: WHO Adverse Reaction Term: m
PSYCHIATRIC DISORDERS SLEEP DISORDER o
ROBITUSSIN-DM 09 Day(s) Concomitant 1.00 Tenspoonful -
0084477 - Female Recovered withowt sequelac %
CLARITIN Suspected 10.00 Milligrams 1 Daily ~J
System Organ Class: WHO Adverse Reaction Term: o
GASTRO-INTESTINAL SYSTEM DISORDERS ABDOMINAL DISCOMFORT o
GASTRO-INTESTINAL SYSTEM DISORDERS DIARRHOEA 2
0084478 ) - Female Recovered without sequelae 55
CLARITIN Suspected 10.00 Milligrams I Daily e
System Organ Class: WHO Adverse Reaction Term: o
GASTRO-INTESTINAL SYSTEM DISORDERS ABDOMINAL DISCOMFORT Pt
B
0085161 18 Year(s) Female Recovered wilhout sequelac 8
CLARITIN 01 Day(y) Suspected 5.00 Milligrams
Systems Organ Class: ‘ WHO Adverse Reaction Term:
; SKIN AND APPENDAGES DISORDERS SWEATING INCREASED <
@GASTRO-[NTESTKNAL SYSTEM DISORDERS ABDOMINAL PAIN .
PSYCHIATRIC DISORDERS ANOREXIA 0
N
CAVEAT: The vast majorily of repor(s on which this summary is based are submilted by health practitioners and to a Jesscr exlent laypersons. Bach report represents the suspicion, .
opinion or observation of the individual reporter. Cause and ¢lfect relationships have not been established in the vast majority of reports submited. Yhe information contained in Ihese .
reports to the Health Canada is raw information and has not been scicalifically or othenvise verified as fo cavse and effect relationship by Health Canada scientists. Only a small April 12, 1999
roportlon of suspected adverse reactions are seported (o the program, consequently this information must nol be used (o estimale the incidence of adverse reactions. Keports submitted
y pharmacculical manufacturcrs are included in this ssummary. This summary confains unpublished data and is provided to you with the understanding that this data will be usedonly ~Page8of23 ..
w_it’:ig_l )_y_qur,,immgq!ig!gi_pggg;{lizrgxioagA.EAPeogugch by: .Adverse Drug Reaction-Reporling Unit,.Bureau of Drug Surveitisnce, Therapeufic Products Programme.” S TR e (L T R ER



Case report Drug Age Sex

Summary of Reported Adverse Drug Reactions
Active Ingredient; Loratadine - *'Suspected Drug”

All Reports received and entered into database before April 12, 1999

Dosage Duration of treatment Drug Involvement Dose of drug QOulcome
5 mumber  Bame form
m
0085651 76 Year(s) Femalc
% CLARITIN Suspected 100 Dosage form | Daily
o System Organ Class: WHO Adverse Reuction Term:
= BODY AS A WHOLE - GENERAL DISORDERS CHEST TIGHTNESS OF
r_——'}"‘0035839 54 Year(s) Miale Recovered without sequelac
CLARITIN Suspected 10.00 Milligrams
3 System Organ Class: WHO Adverse Reaction Term:
D URINARY SYSTEM DISORDERS URINARY RETENTION
?J HYTRIN Concomitant
0086074 24 Year(s) Male _ Recovered without sequelae
" CLARITIN _ 0t Dey(s) Suspected 10.00 Milligrams I Daily R
w System Organ Class: WHO Adverse Reaction Term:
2 PSYCHIATRIC DISORDERS EMOTIONAL LABILITY
0086445 - Female Recovered withoul sequelac
CLARITIN 19 Day(s) Suspeeted 1.00 Dosage form | Daily
System Organ Class: WHO Adverse Reaction Term:
GASTRO-INTESTINAL SYSTEM DISORDERS DYSPEPSIA
CENTR & PERIPH NERVOUS SYSTEM DISORDERS PARAESTHESIA
GASTRO-INTESTINAL SYSTEM DISORDERS NAUSEA

CAVEAT: The vasl majority of reports an which this summary is based are submitted by health praclitioners and lo a lesser extent laypersons. Each report represents the suspicion,
opinion or abservalion of the individual reporter. Cause and effect relationships have not been established in the vast majorlty of reporis submitted.

roportion of
harmaceu

fical

c information contained in these
reports to the Health Canada is raw information and has not been scicntifically or otherwise verified as (o cause and effect relationship by Health Caneda scientists. On

ocied adverse seactions are reported 1o the program, consequently this information must pot be used to estimate the incidence of adverse reactions.

Y manufacturers arc included in this summary. This summary conlains uapublished data and is provided (o you wilh the undersianding that this data w.
..?)yugin your.immedialg organization... Produced byr-Adverse Drug ReactionReporting Unif,"Bureau-of Drug Swrveillanoe; Therapeutic Producty'Progfamme. :

afea small

sons submitied

I be used only.
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SWININATY O REPOICY ADVZrSe Uiy Keactions
Aclive Ingredient: Loratadine - "Suspected Drug”
' All Reports reccived and entered into database before April 12, 1999

JUIL d3AT3IOIN

"ET TAdY
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I
Case report Drug Age Sex Dosage Duration of treatment Drug Involvement Dose of drug Outcome x
oumber  name form "
————
0086756 12 Year(s) Male Died drug may be contributory uft
CLARITIN 13 Day(s) Suspected 10.00 Milligrams Daily f
System Organ Class: WHO Adverse Reaction Term: o
GASTRO-INTESTINAL SYSTEM DISORDERS VOMITING g
BODY AS A WHOLE - GENERAL DISORDERS MALAISE T
BODY AS A WHOLE - GENERAL DISORDERS WEAKNESS GENERALIZED T
PLATELET,BLEEDING & CLOTTING DISORDERS EMBOLISM MESENTERIC =
RESPIRATORY SYSTEM DISORDERS PULMONARY HAEMORRHAGE %
PSYCHIATRIC DISORDERS SEDATION &
URINARY SYSTEM DISORDERS RENAL FAILURE ACUTE o
LIVER AND BILIARY SYSTEM DISORDERS HEPATIC FAILURE P
LIVER AND BILIARY SYSTEM DISORDERS BUDD CHIARI SYNDROME m
GASTRO-INTESTINAL SYSTEM DISORDERS EPIGASTRIC PAIN NOT FOOD-RELATED =
HEART RATE AND RHYTHM DISORDERS CARDIAC ARREST €
CENTR & PERIPH NERVOUS SYSTEM DISORDERS ENCEPHALOPATHY o
LIVER AND BILIARY SYSTEM DISORDERS HEPATIC NECROSIS
CARDIOVASCULAR DISORDERS, GENERAL HYPERTENSION M
PLATELET,BLEEDING & CLOTTING DISORDERS PROTHROMBIN TIME PROLONGED o
PLATELET,BLEEDING & CLOTTING DISORDERS THROMBOCYTOPENIA %
NEOPLASM HAEMOGLOBIN INCREASED -
HEART RATE AND RHYTHM DISORDERS TACHYCARDIA &
LIVER AND BILIARY SYSTEM DISORDERS HEPATOMEGALY vt
RESPIRATORY SYSTEM DISORDERS RESPIRATORY RATE INCREASED a
LIVER AND BILIARY SYSTEM DISORDERS VENOOCCLUSIVE LIVER DISEASE P
METABOLIC AND NUTRITIONAL DISORDERS DEHYDRATION 9
CHEMOTHERAPY Treatment 3
0086781 32 Year(s) Male Recovered withow! sequelae %
CLARITIN Suspected 10.00 Milligrams As necessary ’C&
System Organ Class: WHO Adverse Reaction Term:
NEOPLASM . , CARCINOMA
i .
-~
NY
CAVEAT: The vast majosily of reports on which this summary is based arc submitied by health practitioncrs and to a lesser exient Iaypersons. Each report represents the suspicion, B
opinion or ebservation of the individual reporter. Causc and clfect selationships have not been established in the vast ma‘joxity. of reports submitied. The information contained in these .
reports (o the Health Canada is raw information and has not been scientifically or otherwise verificd as lo cause and cffect relationship by Health Canada scientiss. Onll( asmall April 12, 1999
Emporlmn of s)l‘sqccled adverse reactions are reported lo the program, consequently this information must not be used to estimate l!le incidence of adversc reactions. c{)ons submitted
y pharmacentical manufacturers are included in llfzs summmB. is summary contains unpublished data and is provided to you with _lbe nndcr_slandmg that lhﬁf;v“c‘i‘ala ill l‘)chusgd only A,;.._.,,_M‘;;».LP?&?;J 00f23, . i
.., Withia your ggpmgqlgg_q,p_(ggg!zﬁgggpg,ﬂ!?ryggggq:jgy.‘, Adverse Drug Reaclion Reporting Ui, Bureau.of Drug Surveillance; Therapeutic Products Programme.  ~+ 0 -wm P s - AR e O



Case report Drug

Summary of Reported Adverse Drug Rezctions
Active Ingredient: Loratadine - "Suspecled Drug”
All Reporis received and entered into database before April 12, 1999

Age Sex Dosage Duration of treatment Drug Involvement Dose of drug Outcome
o number  Rame forin
rﬁr\—_ e
Moog6791 45 Year(s) Male Recovered withoGt sequelae
8 CLARITIN Suspected 1.00 Dosage foum 1 Daily
o System Organ Class: WHO Adverse Reaction Term:
%‘ HEART RATE AND RHYTHM DISORDERS PALPITATION
3086960 20 Year(s) Male Recovered without sequelac
CLARITIN Suspected 30.00 Milligrams { Daily
% System Organ Class: WHO Adverse Reaction Term:
n SKIN AND APPENDAGES DISORDERS RASH
o PREDNISONE Treatment
087080 41 Year(s) Male Recovered without sequclac
e CLARITIN Suspected .
= System Organ Class: WHO Adverse Reaction Term:
2 PSYCHIATRIC DISORDERS IMPOTENCE
REPRODUCTIVE DISORDERS, MALE EJACULATION FAILURE
0087092 38 Year(s) Male Recovered withoul sequelac
CLARITIN 03 Month(s) Suspecied 10.00 Milligrams I Daily
Systein Organ Class: WHO Adverse Reaction Term:
RESPIRATORY SYSTEM DISORDERS DYSPNOEA
0087095 4 Year(s) Female Recoverod without scqueiae
CLARITIN Suspected 5.00 Milligrams 1 Daily '
System Organ Class: WHQ Adverse Reaction Ferm:
BODY AS A WHOLE - GENERAL DISORDERS ALLERGIC REACTION
BODY AS A WHOLE - GENERAL DISORDERS OEDEMA
SKIN AND APPENDAGES DISORDERS SKIN DISORDER
MULTIPLE VITAMINS Concomitant 1.00 Dosage form
NOVAMOXIN Conconsitant 1000 Miltigrams
BENADRYL Trestment 25.00 Milligrams
EPINEPHRINE AEROSOL Treatment

g

CAVEAT: The vast majority of reporis on which this summary is based are submilted by health practitioners and 1o a lesser extent laypersons. Each report epresents the suspicion,

opinion or ebservation of thic individual reporter. Cause and ¢ffect relationships have not been established in the vast majority of reporis submitied. The information contained in hese

teporis to the Health Canada is raw information and has not been sciemlifically or otherwise verified as to cause and effect relationship by Health Canada scientisls. Only a small

roportion ol su
gy harmaceutic

ccted advers: reactions wre reporied (o the program, consequenily this information must not be used to estimate the incidence of adverse reactions.

manulacturess are included in this summary.

irers his summary consins unpublished data and is provided 1o you with the undersianding that this data wil
. -~ within your immediate organization.; Produced by:- Adverse Drug:Reaction: Reporting UnitrBureau of Drug Surveillanee, Therapeutic Products Programme. Co

April 12, 1999
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Quinnary of Keported Adverse Drug Reactions
Active Ingredient: Loratadine - “Suspected Drug"'
All Reports received and entercd into database before April 12, 1999

Case report Drug Age Sex Dasage Duration ef treatment Drug Involvement Dose of drug Outcome
o Number  hame form
m
P,ﬁf)'a'iszo - Female Recovered withoul sequelae
2 CLARITIN 02 Day(s) Suspected 10.00 Milligrams
8 System Organ Class: WHO Adverse Reaction Term:
e SKIN AND APPENDAGES DISORDERS RASH
Pt BODY AS A WHOLE - GENERAL DISORDERS THERAPEUTIC RESPONSE DECREASED
BENADRYL Treatment 50.00 Milligrams
21087354 20 Yeai(s) Malc Reeavered without sequiciac
0 CLARITIN EXTRA Suspected 1.00 Dosage form 2 Daily
'F(.S System Organ Class: WHO Adverse Reqction Term:
PSYCHIATRIC DISORDERS ANXIETY
= GASTRO-INTESTINAL SYSTEM DISORDERS NAUSEA
087470 28 Year(s) Fomule Recovered withouf sequelac
]33' CLARITIN EXTRA Q1 Day(s) Suspected 1.00 Dosage form 1 Daily
System Organ Class: WHO Adverse Reaction Term:
CARDIOVASCULAR DISORDERS, GENERAL OEDEMA DEPENDENT
MUSCULO-SKELETAL SYSTEM DISORDERS ARTHRALGIA
BODY AS A WHOLE - GENERAL DISORDERS CHEST DISCOMFORT
CENTR & PERIPH NERVOUS SYSTEM DISORDERS PARAESTHESIA
RESPIRATORY SYSTEM DISORDERS RESPIRATORY DISORDER
CENTR & PERIPH NERVOUS SYSTEM DISORDERS STUPOR
ERYBID 06 Day(s) Concomlitang 1.00 Dosage form As necessary
0087699 - Male Not yel recovered
CLARITIN Suspected 10.00 Milligrams

System Organ Cluss:
SKIN AND APPENDAGES DISORDERS

WHO Adverse Reaction Tern:
DERMATITIS EXFOLIATIVE

1

¥

CAVEAT: The vast majorily of reports on which this suminary is bascd are submitted by health practitionsts and 10 a lesser extent laypersons. Each report represents the suspicion,

opinion or observation of the individual reparter. Cause mnd effect relationships have not been established in the vast m 5 nfor,
reports to the Heallh Canada is raw information and has not been scientifically or otherwise verificd as 1o canse and effect relationship by Health Canada scicatists. Ouly a smiall
ccted adverse reactions are reporied (o the pm%am, consequently this information must not be used to eslimate the incidence of adverse reactiuns. orls submitted
5 5 is summary conlains unpublished dala and is provided to you with the undersianding that this dafa will be used only .
...Withip your immediate prganization. -Produced by;..Adverse Drug Reaction-Reporling :Unit,-Buresu-of Drug Surveillance, Therapeutic Products Programimer ~ =05 LT

roportion of sus 1 i eport
y phasmaceutical manvfacturers ere included in this summar

orily of reports submitied. The infornafion contained in thesc
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Active lngredient: Loratadine - "Suspected Drug"
All Reports received and entered Into database before April 12,1999

Case report Drug Age Sex Dosage Duration of (reatment Drug Involvement Dose of drug Outcome
number  flame form
NN
0087756 6 Year(s) Female Recovered withoul sequelac
CLARITIN Suspected 250.0 Milligrams 3 Daily
System Qrgan Class.: WHO Adverse Reaction Term:
RESPIRATORY SYSTEM DISORDEGRS BRONCHOSPASM
SKIN AND APPENDAGES DISORDERS PRURITUS
SKIN AND APPENDAGES DISORDERS RASH
BENADRYL Concomitant
ATARAX Treatment 50.00 Milligrams As neccessary
SOLU-CORTEF Treatnent 250.0 Milligrams
0088174 39 Yeu(s) Mule Recovered without sequelac
CLARITIN 06 Day(s) Suspected 10.00 Milligrams 1 Daily
: System Organ Class: ' . WHO Adverse Reaction Term:
GASTRO-INTESTINAL SYSTEM DISORDERS SALIVA INCREASED
GASTRO-INTESTINAL SYSTEM DISORDERS DYSPHAGIA
PSYCHIATRIC DISORDERS DISORIENTATION
0088175 - Female Revovered without sequelac
CLARITIN EXTRA 01 Day(s) Suspected 1.00 Dosage form 2 Daily
System Organ Class: WHQO Adverse Reaction Term:
RESPIRATORY SYSTEM DISORDERS SINUSITIS
PLATELET,BLEEDING & CLOTTING DISORDERS PURPURA .
0088185 36 Year(s) Female Recovered without sequclae
CLARITIN 01 Day(s) Suspected 80.00 Milligrams 1 Daily
System Organ Class: WHO Adverse Reaciion Term:
CENTR & PERIPH NERVOUS SYSTEM DISORDERS DIZZINESS
0088270 47 Year(s) Female Not yet recovered
CLARITIN Suspected 2.00 Dosage formn | Daily
System Organ Class: WHO Adverse Reaction Term:
SPECIAL SENSES OTHER, DISORDERS SMELL ALTERATION
SPECIAL SENSES OTHER, DISORDERS TASTE LOSS
!
W
CAVEAT: The vast majosity of reports on which this summary is based are snbmitied by health practitioners and 1o 8 lesser exfent luypersons. Each roport represents the suspicion,

opinion or obsurvation of the individual reporter. Cause and ¢flect relationships huve not been cstablished in the vast majority of reports submitted. The information contained in these
reporls o the Health Canada is raw information and tas not been scicntifically or otherwise verificd as 10 cause and effect relationship by Health Canada scientists. OnR' a small

ﬁ»ected adverse reactions are reporied to e program, consequendly this information must not be used to estimate the incidence of adverse reactions. Rej
manufacturers are included in this summary. This summary contains unpublished daa and is

Broporlion of sus
WY Lin-yourimmediate organization:- Produced by: Adverse:Drug Resction Reporting Unit, Buread of Drag Sirveiliance, Therapeulic Products Programme;

harmaceulic
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dSunimary ot K epaorted Adverse Diug Reactions
Active Ingredicnt: Loratadine - "Suspected Drug"
All Reports received and entered into database before April 12, 1999

I
Case report Drug Age Sex Dosage Duration of treatment Drug Involvement Dosc of drug Outcome A
number ”Ianle form ;
IR .
0116434 19 Year(s) Female Unknown u
CLARITIN Suspected u
System Organ Class: WHO Adverse Reaction Term: E
REPRODUCTIVE DISORDERS, FEMALE LABOUR PREMATURE &
0116436 . Died diug may be contributory %
CLARITIN Suspected -
System Organ Class: WHO Adverse Reaction Term. o
NEONATAL AND INFANCY DISORDERS BIRTH PREMATURE &
FOETAL DISORDERS CONGENITAL ANOMALY NOS i
0116751 - Femule Recovered without sequelae %
CLARITIN EXTRA Suspected First doss B m
System Organ Class: WHO Adverse Reaction Term: -
SKIN AND APPENDAGES DISORDERS ERYTHEMA 2
SKIN AND APPENDAGES DISORDERS PRURITUS (-
BODY AS A WHOLE - GENERAL DISORDERS OEDEMA OF EXTREMITIES
VASCULAR (EXTRACARDIAC) DISORDERS FLUSHING o
HEART RATE AND RHYTHM DISORDERS PALPITATION t';:
0116753 - Male Recovered without sequelae 3
CLARITIN Suspected 10 Milligrams Daily ’ 81
System Organ Class: WHO Adverse Reaction Term: il
BODY AS A WHOLE - GENERAL DISORDERS CHEST PAIN =

ropostion of sus ] cport
Y ‘ﬁ)‘lmmnoquuca manufacturers are included in this summary.
within. your jmniediate ogganization. .Produced. by s sAdvense:

:‘jorily of rep

CAVEAT: The vast majorily of reports on which this summary is based are submitted by health practitioners and fo a lesser exient laypersons. Euch report represents the suspicion,
opinion or observation of the individusl reporter. Cause and elfect relationships have not been established in the vast ) )
scporis to the Health Canada is raw information and has nol been scicntifically or otherwise verificd as to cause and effecd relationship by Health Canada scientists. On'l{ a small
||>ectcd adverse reaclions arc reported to the program, consequently this information must not be used to estimate the incidence of adverse reactions. e
1is summary confains wnpublished data and is provided w you with the understanding that
ug Reaction-ReportingsUnit;Boreau-of DrugSusveillaice=Therapeutic:TroductsProEramme. - ™

oris submit(ed. The information contained in these
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Aclive Ingredient: Loratadine - "Suspecled Drug"
All Reports received and entered into database before April 12, 1999

I
Case report Drug Age Sex Dosage Duration of treatment Drug Involvement Dose of drug Outcome 7
number  Dame form ~
A ~ C
m R ‘
K 0116763 T Year(s) Fematc Recovered without scquelas u
= BIAXIN Suspected 250 Milligrams 2 Daily \
-
g System Organ Class: WHO Adverse Reaction Term: £
-, HEART RATE AND RHYTHM DISORDERS TACHYCARDIA SUPRAVENTRICULAR :
= CLARITIN Suspected | Dosage form Daily -
System Organ Class. WHO Adverse Reaction Term: A
D HEART RATE AND RHYTHM DISORDERS TACHYCARDIA SUPRAVENTRICULAR =
% APO-ENALAPRIL Continuing on Drug Concomitant 5 Milligrams Daily %
- BIQUIN DURULES Conlinuing on Drug Concomitant 250 Milligrams 3 Daily &
w LOSEC Continuing on Drug Concomitant 20 Milligrams Daiiy E
ADENOSINE Treatinent &
. m
0116764 I Yeur(s) Female . Recovered without scquetne r
o CLARITIN EXTRA 2 Day(s) Suspected | Dossge form Daily %
=< System Organ Class: WHO Adverse Reaction Term: G
CARDIOVASCULAR DISORDERS, GENERAL HYPERTENSION
PSYCHIATRIC DISORDERS CATATONIC REACTION g
HEART RATE AND RHYTHM DISORDERS TACHYCARDIA %
BODY AS A WHOLE - GENERAL DISORDERS SYNCOPE &
DIMETAPP Concomitant =
OTRIVIN Concomitaut g
BI16770 - Unknowa ¢
CLARITIN Suspected =
System Organ Class: WHO Adverse Reaction Term: P
HEART RATE AND RHYTHM DISORDERS TACHYCARDIA VENTRICULAR o
5
o
i
Q@
N
: T
¥ i
[e)
N
CAVEAT: The vast majority of reports on which this ssmmary is based are submitied by health praclitioners and to a lesser exient laypersons. Each report represents the suspicion, &
opinion or obscrvation of the individual reporter. Cause and ¢ffect relationships have not been cstablished in (he vast majority of reports submifled. The information contained in these .
reporis (o the Health Canada is raw information and has not been scieatiically or oflierwise verified as to cause and effeci relationship by Nealth Canada scientisls. Only a small April 12, 1999
roportion of suspecied adverse reaclions are reported to the program, conscquently this information must nos be used 1o estimale the incidence of adverse reactions, l{c orts submilled

y pharmaccutical manufaclurers are included in this summary. This summary contains unpublished data end is
within your immediate organization, Produced by; Adverse Drug Reaction Reporfing, Unif, Duscan-of Drug S

provided to you with the understanding that this data wi
urveillance, Therapeutic Producis Programme. e
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QUMINPTY O KEPONCU AUVELSE Uiuy Keachions
Active Ingredient; Loratadine - "Suspected Drug"’

v All Reports received and entered into database before April 12,1999

Case report Drug Age Sex Dosage Duration of {reatment Drug Involvement Dose of drug Outcome %
2  number  Dame form ?
Q - - TS — Wi
"10116830 80 Year(s) Female Unknown -
5 CLARITIN ~2 Mouth(s) Suspected {0 Milligrams As necessary B
o System Organ Class: WHO Adverse Reaction Term: N
o RESPIRATORY SYSTEM DISORDERS PNEUMONIA ol
A HEART RATE AND RHYTHM DISORDERS TORSADE DE POINTES i
RESPIRATORY SYSTEM DISORDERS HYPOXAEMIA 2
® METABOLIC AND NUTRITIONAL DISORDERS HYPOKALAEMIA a:]
A METABOLIC AND NUTRITIONAL DISORDERS HYPONATRAEMIA o
0 METABOLIC AND NUTRITIONAL DISORDERS HYPERGLYCAEMIA g
: ASPIRIN CHILDRENS Concomitant 80 Milligrams Daily "
- BONAMINE Concomitant 25 Milligrans 3 Daily S
" BRICANYL v Conromitant 0.5 Milligrams 4 Daily &
= PACEMAKER | Concomitant =
= PULMICORT Concomltant 2 Dosage form 4 Daily D
RESTORIL Concomitant 13 Milligrams Daily o

SYNTHROID Concomitant 0.1 Milligrams Daily
THEO-DUR Concomitant 200 Milligrams 2 Daily A
CIPRO Other u
ERYTHROMYCIN Other @
FLOVENT Other ©
VENTOLIN Other u
LIDOCAINE Treatment (_’:
0116843 ) 50 Year(s) Female Not yet recovered S
CLARITIN Conlinuving on Drug Suspected 10 Milligrams Daily E
System Organ Class: WHO Adverse Reaction Term: Q
BODY AS A WHOLE - GENERAL DISORDERS PAIN N
GASTRO-INTESTINAL SYSTEM DISORDERS TOOTH ACHE Q
R

|
ik

pcril'd

CAVEAT:. The vast majority of reporis on which this summary is based are submitied by health practitioners and to # lesser extent laypersons. Each report represents the suspicion,
opinion ot abservation of the individual reporter. Cause and effect relalionsliips have not been gstablished in the vast majorily of reports submitted. The information contained in these .
repouts 10 the Health Canada is raw informalion and has not been scicatifically or otherwise verificd as 10 cause and effeed relationshup by Health Canada scicntisis. Only asmall April 12, 1999
roportion of sus?eclcd adverse reactions are reporied to the pwﬁrum. consequently this information must not be used to estimate the incidence ol adverse reactions. “)ons submitted
Y I.Ilsharmm:e\nlica manufacturcrs are inchided in this summary, "This sumimnary confains unpublished data and is provided to you with the understanding that this data will be used onfy Page 16 023
=¥ wilhinyourimmediate-organization. Produced by: . Adverse Drug-Reaction. Reporting UnitzBurcaw of Drug Surveillance, Therapewtic Products Programine. - - in - - o ssinn oo omomis camsmmgn ne e i
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, Swunmary of Keported Adverse Drug Reaclions
Aclive Jugredient: Loratadine - "Suspected Drug"

. All Reports received and entered into database before April 12,1999
Case report Drug Age Sex Dosage Duration of freatment Drug Invelyement Dose of drug Outcome
o number pame form
m
a 0116844 - Female Recovercd without sequelac
S CLARITIN EXTRA 6 Day(s) Suspected 1 Dosage form Daily
= System Organ Class: WHO Adverse Reaction Term:
. PSYCHIATRIC DISORDERS DROWSINESS
A PSYCHIATRIC DISORDERS DISORIENTATION
CENTR & PERIPH NERVOUS SYSTEM DISORDERS SLURRED SPEECH
D PSYCHIATRIC DISORDERS HALLUCINATION
;_K: 0116846 B Feiale Not yet recavered
w CLARITIN EXTRA 3 Day(s) Suspected } Dosage form 2 Daily
Systeni Organ Class: WHO Adverse Reaction Term:
= GASTRO-INTESTINAL SYSTEM DISORDERS THROAT DRY
o CENTR & PERIPH NERVOUS SYSTEM DISORDERS NUMBNESS ORAL
=
D 0116848 67 Year(s) Fenale Not yet 1¢covered
CLARITIN Coafinuing on Drug Suspected
System Organ Class: WHO Adverse Reaction Term:
GASTRO-INTESTINAL SYSTEM DISORDERS OESOPHAGITIS
SKIN AND APPENDAGES DISORDERS MELANOMA MALIGNANT
0116882 37 Year(s) Fentale Recovered without sequelac
CLARITIN Suspecled 10 Milligrams Firsi dose -
Sysiem Organ Class: WHO Adverse Reuction Term:
RESPIRATORY SYSTEM DISORDERS BRONCHOSPASM
BECLOFORTE Concomitant
VYENTOLIN Concomitant

CAVEAT: The vast majority of repor(s on which this summary is based are submiiled by healih practiioners and to a lesser extent laypersons. Each report represents the suspicion,

opinion or obscrvation of the individual reporter. Couse and cffect relationships haye not been established in the vast majority of reporis submitied. The information contained in these
1eporls 1o the Health Cinada is raw information and has not been scientifically or otherwise verified as to cause and effect relationship by Heaolth Canada scienlists. Only a small

ccled adverse reactions are reported o the program, conscquently this information must not be used (o estimate the Incidence of adverse redctions.
his summary contains unpublished data and is provided ¢
rug Reaction Reporting Uit *Bareaw of Drug Surveitlanoe; T

roportion of sus { cport
y pharmaccutical manufacturers are included in this summary.
- awithin your immediate-orgavization..Produccd by~Adverse

erapéulic ProdutisProgramnie™ =

April 12, 1999
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Active Ingredient: Loratadine - "Suspected Drug"

. All Reports received and entered into database before April 12,1999
Case report Drug Age Sex Dosage Duration of treatinent Drug Involvement Dose of drug Outcome
number  Name form
0117178 40 Year(s) Male Recovered wifhout sequelac
CLARITIN EXTRA 2 Day(s) Suspected 1 Dosage form 2 Daily
System Organ Class: WHOQ Adverse Reaction Term:
SKIN AND APPENDAGES DISORDERS RASH ERYTHEMATQUS
CENTR & PERIPH NERVOUS SYSTEM DISORDERS BURNING SKIN
APPLICATION SITE DISORDERS SKIN NECROSIS
SUDAFRED Suspected i Dosage form 2 Daily
System Organ Class: WHO Adverse Reaction Term:
CENTR & PERIPH NERVOUS SYSTEM DISORDERS BURNING SKIN
SKIN AND APPENDAGES DISCRDERS RASH ERYTHEMATOUS
APPLICATION SITE DISORDERS SKIN NECROSIS
PREDNISONE Treatment
0117232 47 Yeai(s) Male Recovered wilhowt sequelae
LORATADINE Suspected 10 Milligrams Daily
System Organ Class: WHO Adverse Reaction Term:
HEART RATE AND RHYTHM DISORDERS PALPITATION
ERYTHROMYCIN ETHYLSUCCINA Concomitamt
0117233 83 Year(s) Female

CLARITIN
System Organ Class:
HEART RATE AND RHYTHM DISORDERS
VENTOLIN
Systemt Organ Class:
HEART RATE AND RHYTHM DISORDERS
COUMADIN
LOPRESOR
MODURET
PREMARIN
PROVERA
SYNTHROID
ZOC(;,:R
PROFAFENONE

4.5 Yea(s)

Conlinuing on Drug

Continuing on Drug
Continviog on Dsug

Continning on Drug
Continuing on Drug

Suspeeted As neocessary
WHO Adverse Reaction Term:
AURICULAR FIBRILLATION
Suspected As necessary
WHO Adverse Reaction Term:
AURICULAR FIBRILLATION
Concomitant 1 Milligrams Daily
200 Milligrams Daily
1 Dasage form Daily
0.625 Milligrams Daily

Concomitant
Concomitant
Concomitani
Councomilant
Concomitant 112 Micrograms Daily
Concomitant 10 Mifligrams Daily

Treatment

Recovered without sequelae

roportion of suspecicd adverse reactions are reporied Lo the pro
y pharmaceusical manu facturers arc included w this summ

-: . Within your immediale organization.. P!,"QP.F"\%SI~b¥%=‘té,qv°l$%}us Reaction Reporling: Unit,-Buscaw of Drug Surveillance, ‘Therapeutic Troducts:Programime. ™ > E

als will be used omly |

CAVEAT: The vast majorily of repouts on which this summary is based are submitted by hicalth practitioners and fo a lesser exient laypersons. Each report represents the suspicion,
opinjon or obscrvation of the individual reporter. Cause and effect relationships have not been established in tie vast majorily of reports submilted. The inforiation contained in these
reporls to the Health Canada is raw information and has not been scientifically or otherwise verified as fo cause and effeci sefalionship by Ilealth Canada scientists. Only a small
q_rham. consequently this information must nol be used to estimate the incidence of adverse reactions. Reports submitted
is summary contains unpublished data and is provided 1o you with the undersianding that this ¢
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Active Ingredient! Loratadine - *

Su‘;?)elé‘t’:(‘i ‘i)rug "
All Reports veceived and entered into database before April 12, 1999
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Case report Drug Age Sex Dosage Duration of treatment Drug Involvement Dosc of drug Outcome
number  name form
0117491 46 Year(s) Male Not ye! recovered
CLARITIN EXTRA 2 Day(s) Suspected 2 Daily
System Organ Class: WHO Adverse Reaction Term:
PLATELET,BLEEDING & CLOTTING DISORDERS HAEMORRHAGE NOS
PLATELET,BLEEDING & CLOTTING DISORDERS BRUISE
COUMADIN Suspected 7 Milligrams 1 Daily
System Organ Class: WHO Adverse Reaction Term:
PLATELET,BLEEDING & CLOTTING DISORDERS BRUISE
PLATELET,BLEEDING & CLOTTING DISORDERS HAEMORRHAGE NOS
ASPIRIN Concomitant 30 Milligrams 1 Daily
0117726 - Mulc " Recovered witholt scquelac
CLARITIN Suspiected 10 Milligrams Daily
System Organ Class: WHO Adverse Reaction Term:
BODY AS A WHOLE - GENERAL DISORDERS TEMPERATURE BODY DECREASE
PSYCHIATRIC DISORDERS NERVOUSNESS
BODY AS A WHOLE - GENERAL DISORDERS SHIVERING
0117831 49 Year(s) Femuole Recovered without sequelac
CLARITIN Conlinuing on Drug Suspecled 10 Milligrams I Daily
System Organ Class: WHO Adverse Reaction Term:
RESPIRATORY SYSTEM DISORDERS DYSPNOEA
BODY AS A WHOLE - GENERAL DISORDERS ANAPHYLACTOID REACTION
SKIN AND APPENDAGES DISORDERS PRURITUS
BENADRYL Treatment
CORTICOSTEROIIKS) Treatment
EPINEPHRINE Treatment
0118355 37 Year(sy Male Recovercd wilhout sequelae
CLARITIN EXTRA { Month(s) Suspected 2 Dosage forny Daily

System Organ Class:
URINARY SYSTEM DISORDERS

2892128187 0L S£E@ LS6 £T9  IONGUTIIZNINS 9Maid

WHO Adverse Reaction Term:
URINARY RETENTION

CAVEAT: The vast majority of reports on which this summary is based sre submitied by heatth praciitioners sud (o a lesser extent laypersons. Each re;

opinion or observation of the individual reporier. Cause and effect relationships liave not been established in the vast majorit

1epotts o the Health Canada is raw inforiation and has not been seicntifically or otherwise verified s W cause and effect rels by | : t
roportion of ws;i»ccted adverse reactions are reported to tie program, consequently this information must not be used to estimale the incidence of adyerse reactions,

rers his summary conlaing unpublished data and i provided 1o you with the wnderstanding that this data

within your immediate organization. Produced by: Adverse Drug Reaction Beporting Unit, Bureau of Drug Surveillance,-Thernpeutic Producls Programme. - - - -

harmaccutical manufacturers are included in this summary.
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- Sumirary of Reported Adverse Drug Reactions
Active Ingredient: Lorafadine - "'Suspected Drug"

¢ All Reparts received and entered into database hefore April 12,1999
Case report Drug Age Sex Dosage Duration of treatment Drug Involvement Dase of drug Outeome
o number llan"? form
77— R
a()l 18690 B3 Year(s) Temale Not yel recovered
o CLARITIN Continving on Drug Suspeeted
= System Organ Class: WHO Adverse Reaction Term:
ot SKIN AND APPENDAGES DISORDERS SKIN DISCOLOURATION
% FLONASE Continuing on Drog Suspected
System Organ Class: WHO Adverse Reaction Term:
D SKIN AND APPENDAGES DISORDERS SKIN DISCOLOURATION
_—;8 ATROVENT Concomitant
= BECLOFORTE Concomitant
. DIGOXIN Concomiltant
- ENALAPRIL Conconitant
. FUROSEMIDE , Concomitant
% POTASSIUM CHLORIDE Concomitant
3(" 18704 - Female Nol yel recovered
CLARITIN 1-3 Month(s) Suspected 10 Milligrams Daily
System Organ Class: WHO Adverse Reaction Term:
BODY AS A WHOLE - GENERAL DISORDERS PAIN LEGS
CENTR & PERIPH NERVOUS SYSTEM DISORDERS WALKING DIFFICULTY
MUSCULO-SKELETAL SYSTEM DISORDERS MUSCLE ACHE
PROZAC Concomitant
THYROID Concomnitant
ACUPUNCTURE Treatment
0119322 . 74 Year(s) Femalc Unknown
CLARITIN 3 Day(s) Suspecled 10 Milligrams 1 Daily
System Organ Class: WHQO Adverse Reaction Term:
FOETAL DISORDERS DEATH FOETAL

CAVEAT: The vast majority of reporis on which this summary is based arc submittcd by health practitioners and 1o a [esser extent laypersons. Each report represents the suspicion,

opinion or observation of the individual repurier. Cause and cffect relationships have not been established in the vast majocily of reports submilted. The information comained in these .

ceports to the Health Canada is ruw information and has not been scientifically or otherwise verified as lo cause snd effeci relationship by Health Canada scientisis. Only asmall April 12, 1999
roportion of s_us?ccied adverse reactions are reported (o the plo(in_m, consequeantly this information must not be used 1o estimate the incidence of adverse reaclions. c{mns submitted
y pharmaceutical manufactarers are included in this summary. This summary contains unpublished dnta and is provided 1o you with the understanding that this data wi

within your immediate organization...'roduced by: Adverse Drug Reaction Reporting Unit, Burcau of Drug Surveillance, Therapestic Products Progratime. -2 o= -
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Active Ingredicnt: Loratadine - ''Suspected Drug"
All Reporis received and entered info database before April 12,1999

Case report Drug Age Sex Dosage Duration of treatment Drug Involvement Dose of drug Outcome
number name form
_ ar—
0120082 30 Year(s) Male
CLARITIN 5 Day(s) Suspected 10 Milligrams 1 Daily
System Organ Class: WHOQO Adverse Reaction Term:
PSYCHIATRIC DISORDERS IRRITABILITY
GASTRO-INTESTINAL SYSTEM DISORDERS DIARRHOEA
PSYCHIATRIC DISORDERS THINKING SLOW
PSYCHIATRIC DISORDERS CONFUSION
IMODIUM Confinuing on Drug Suspected 2 Milligrams 1 Daily
System Orgun Class: WHO Adverse Reaction Term:
PSYCHIATRIC DISORDERS THINKING SLOW
PSYCHIATRIC DISORDERS IRRITABILITY
PSYCHIATRIC DISORDERS CONFUSION ~
* GASTRO-INTESTINAL SYSTEM DISORDERS DIARRHOEA
0120317 38 Year(s) Female Recovered withoul sequciae
CLARITIN EXTRA 10 Day(s) Suspected | Daily
System Organ Class: WHO Adverse Reaction Term:
. REPRODUCTIVE DISORDERS, FEMALE MENSTRUAL IRREGULARITY
CALCIUM CARBONATE Continuing on Drug Concomitant Daily
MULTIVITAMINS WITH MINERAL Continuing on Drug Concomilant Daily
VITAMIN E Continuing on Drug _Concamidant 400 International unils Daily
0120380 - 25 Year(s) Female Recovered williout sequelac
CLARITIN EXTRA ~$ Month(s) Suspected 2 Daily
System Organ Class: WHO Adverse Reaction Term:
REPRODUCTIVE DISORDERS, FEMALE BREAST PAIN FEMALE
MUSCULO-SKELETAL SYSTEM DISORDERS CRAMPS
MULTIPLE VITAMINS Concormitant Daily
ORTHO 1135 Concomitan( Daily
0120981 2 Year(s) Female Unknown
CLARITIN Suspected 10 Milligrams First dose
1 System Organ Class: WHO Adverse Reaction Term:
%GA STRO-INTESTINAL SYSTEM DISORDERS VOMITING
PSYCHIATRIC DISORDERS DROWSINESS

CAVEAT: The vast mejority of rsporis on which this summary is based are submitted by health practitioners and to a lesser exient laypersons. Each

ort tepresents the suspicion,

re|
opinion or observation of the individual reporter. Cause and effeet relationships have not been established in the vast majorily of reports submitted. Tl}:c information containcd in these

reports to the Health Canada is raw information and has not been scientifically or atherwise verificd as to cause and effect relationship by Healih Canada scientists. OnlI{ a small
0 e

roportion of suspected adverse reactions are reported to the program, consequently this information must not be used to esilmate the incidence of adyerse reactions.
Bx harmaoeutical manufactucers are included in this summary.

s his summary contains unpublished data and is provided to you with the understanding that this data will be used only
.. within your immedintc organization, Preduced by: Adverse Drug Reaclion. Reporting Unit, Burcau of Drug Surveillance, Therapeutic Producis Programme, - 0 77 = %
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JtNmary or Keponea Adverse Drug Keactions
Active Ingredient: Loratadine - "Suspected Drug"

¢ All Reports received and entered info database before April €2, 1999
Case report Drug Age Sex Dosage Duration of treatment Drug Involvement Dose of drug Outcome
number -dame form
IR
0121441 2 Year(s) Female Recovered withoul sequelae
CLARITIN Suspected 2.5 Millilitees 2 Daily
System Organ Class: WHO Adverse Reaction Term:
PSYCHIATRIC DISORDERS LETHARGY
BODY AS A WHOLE - GENERAL DISORDERS FEVER
GASTRO-INTESTINAL SYSTEM DISORDERS STOMATITIS
TYLENOL Continuing on Drug Concomnltant I Teaspoonful
TYLENOL ELIXIR Continuing on Drug Concomitant 5 Milliliwes ~5 Daily
0121676 13 Yeur(s) Male Unknown
CLARITIN Suspecred 1S Milligrams Daily
System Organ Class: WHO Adverse Reaction Term:
HEART RATE AND RIHIYTHM DISORDERS QT PROLONGED
BENADRYL Congcomitant
METHIMAZOLE Concomitant 30 Milligrams 3 Daily
PROPRANOLOL HYDROCHLORID Concomitant
0121786 . Female Recovered withoul sequelae
’ CLARITIN Suspected 10 Milligrams Daily
System Organ Cluss: WHO Adverse Reaction Term:
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF
0121788 54 Year(s) Female Recovered without sequelac
CEFTIN Suspecled 250 Milligrams 2 Daily
System Organ Class: WHO Adverse Reaclion Term:
GASTRO-INTESTINAL SYSTEM DISORDERS DIARRHOEA
GASTRO-INTESTINAL SYSTEM DISORDERS CRAMP ABDOMINAL
CLARITIN Suspected 2 Daily
Sysiem Organ Class: WHO Adverse Reaction Term:
GASTRO-INTESTINAL SYSTEM DISORDERS DIARRHOEA
GASTRO-INTESTINAL SYSTEM DISORDERS CRAMP ABDOMINAL

HYDRATATION
METRONIDAZOLE

Treatment
Treatment

roportion of suspected adverse reactions ate reported to the pro

. ~within your. immediate drgamization. Produced by’ Adverse

CAVEAT: The vast majority of reports on which this summary is based are submitted by health practitioners and lo a lesser extent Jaypersons. Bach report represents the suspicion,
opinion or obscrvation of the individual reposter. Cause and effect relationships have not been established in the vast inajority of reports submitted. The information comained in thess
reports 10 the Health Canada is raw information and has not been scientifically or otherwise verificd as fo cause and cffcct relationship by Health Canada scientists. On'lz a small
I grram. consequently this information must nof be used lo estimate the incidence of adverse reactions. Re
y pharmaceutical manufucturers are included in this sumrnur{. his summary contains unpublished data and is provided (o you with the understanding that this data wi
Jiwg Redction Reporting Unit, Bureau of Drug Surveillance, Therapeutic Products Programme.

orls submiltted
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Summary of Reporied Adverse Dru.g Reactions
Aclive Ingredicut: Loratadine - “Suspected Drug"
All Reports received and entered into database before April 12,1999

Case report Drug Age Scx Dosage Duration of freatment Drug Involvement Dosc of drug Outcome
nuinher - NAMC form
0121790 - Male Unknown
CLARITIN Suspecied
System Organ Class: WHO Adverse Reaction Tery:
RESPIRATORY SYSTEM DISORDERS THROAT IRRITATION
RESPIRATORY SYSTEM DISORDERS THROAT SORE
RESPIRATORY SYSTEM DISORDERS COUGHING
BODY AS A WHOLE - GENERAL DISORDERS CONDITION AGGRAVATED
0121791 - Femiale Unknown
CLARITIN Suspected
System Organ Class: WHO Adverse Reuction Term:
BODY AS A WHOLE - GENERAL DISORDERS FEVER
-GASTRO-INTESTINAL SYSTEM DISORDERS. DIARRHOEA
GASTRO-INTESTINAL SYSTEM DISORDERS BLOATING
GASTRO-INTESTINAL SYSTEM DISORDERS ABDOMINAL PAIN LOWER
MUSCULO-SKELETAL SYSTEM DISORDERS CRAMPS
0121807 69 Year(s) Female Recovered withoul scquelae
CLARITIN Suspected 5 Milligrams 2 Daily
System Organ Class: WHO Adverse Reaclion Term:
CARDIOVASCULAR DISORDERS, GENERAL BLOOD PRESSURE HIGH
ENALAPRIL Continuing on Drug Concomitaut S Milligrams Daily
TAMOXIFEN Conlinuing on Drug Concomitant 20 Milligrams Daily
VITAMINS Continuing on Diug Concomitant
0121869 10 Year(s) Male Recovered without sequeiac
CLARITIN ’ 2 Day(s) Suspected 10 Milligrams Daily

System Organ Class:
SKIN AND APPENDAGES DISORDERS

WHQO Adverse Reaction Term:
RASH

Total No. of reports

Totul No. of reports with fatal outcorme

» CAVEAT: The vast majority of reposts on which this summary is based are submiticd by health practitioners and 10 a tesser extent laypetsons. Each reportrepresents the suspicion,
epinion or obscrvation of the individual repostes. Cause and offect relationships have not been established in the vast majority of reporis submitied. The information consained in fhese
reports to the Health Canada is raw information and has not been sciemifically or otherwise verilied as to cause and effec refalionship by Health Canada scientists. Only a small

toportion of suspected adverse reactions are reporied to the program, conscquently this information must not be used to estimate the incidence of adverse reactions. c_‘»ous submitted
y pharmaccutical manufaciurers are included in this summary. This suminary contains unpublished data and is provided 10 you with the understanding that this data will be used only .
- ;within your.imuediate orgapization. .Produced by:: Advesse-Drug Reaction Reporting Unit, Burean.of Drug Sueveillance, Therspeutic Products Programme.- - - =% ST TR
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APR 13 ’99 14:41 FR B DRUG SURVEILLANCE 613 957 B335 TO 18186184317 P.B81-20
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Health Santé v

Canada Canada Thir o ——2Put : 19 Hapn ¢ A o
Pk T 19 pagen + Ay s
> ‘ ;";"‘;“‘ED"“U T s NOTRE MISSION: Faire en sorte que les médicaments, les
P matériels médicaux et les autres produits thérapeutiques
TH ERAPE UT'QUES : disponibles au Canada soient silrs, efficaces et de haute
2= qualité, - .
THERAPEUTIC 3
PR ODUWUUCTS OUR MISSION: To ensure that the drugs, medical devices
PROGRAMME and other therapeutic products available in Canada are safe,
‘ effective and of high quality.

Visit our Website at / Visitez notre site Internet
www.hc-sc.ge.ca/hpb-dgps/therapeut

CONTINUING ASSESSMENT DIVISION / DIVISION DE L'EVALUATION CONTINUE
BUREAU OF DRUG SURVEILLANCE / BUREAU DE LA SURVEILLANCE DES MEDICAMENTS
FINANCE BUILDING / EDIFICE FINANCE
FIRST FLOOR / ler ETAGE
OTTAWA (ONTARIO)

+ KI1A 1B9
ADDRESS LOCATOR -0201C! - INDICE DE L'ADRESSE
FAX: (613)957-0335

TO/A: Robert Seidman FAX: 1{818) 712-6482
TEL: (818) 610-4817

DATE: April 13, 1999
NUMBER OF PAGES TO FOLLOW: 61
NOMBRE DE PAGES A SUIVRE:

Elonlp

ol rense 13N s

MESSAGE/MESSAGE:
Deaxr Mr. Seidman,

This is fuxther to your fax dated December 16, 1998 requasting
informaticn on suspected adverse drug reactions (ADRs) associated with the use of
cetirizine, fexofenadine and loratadine. We apologize for the delay.

A search of the national database was performed for all the suspected
adverse reactions associated with these suspected drugs. The attached printouts
outlire the results. These printouts cover the Time period since marketing until
April 12, 1999. There may be reports which have been received by the program
which are not yet entered into the database. Kindly direct your attention of all
persons using these printouts to the following Caveat:

CAVEAT: The vast majority of reports on which this summary is based are
submitted by health practitioners and to a lesser extent laypersoms. Bach report
represents the suspicion, opinion or obserxrvation of the individual reporter.
Cause and effect relationships have not been egtablished in the vast majority of
zeports submitted. The information contained in these reports to the Eealth
Protection Branch is raw information and has not been scientifically or otherwise
verified as to cause and effect relationship by Health Protection Branch
scientists. Only a small proportion of suspected adverse reactions are reported
to the program, consequently this information must not be used to estimate the
incidence of adverse reactions. Reports submitted by pharmaceutical
manufacturers are included in this summary. This summary contains unpublished
data and is provided to you with the understanding that this data will be used
only within your immediate organization. ' '

5

If you have any further questions, please do not hesitate to contact me.

Pascale Springuel
RECEIVED TIME APR.13. 11:42AM

Ay s DL e



Canadian Adverse Drug Reaction Monitoring Program
Summary of Reported Adverse Drug Reactions
Active Ingredient: Loratadine - "'Inferaction - Food”
All Reports received and entered into dalabase before April 12,1999

Casc report Drug Age Sex Dosage Duration of treatment Drug Involvement Dose of drug Outcome
- number  Wame form
m —
Q 0088173 - Female Not yet reouvered
% CLARITIN 01 Day(s) Interaction -Foad 10.00 Milligramas | Daily "f’
9 System Organ Class: WHO Adverse Reaction Term:
4 CENTR & PERIPH NERVOUS SYSTEM DISORDERS COMA
=4 BODY AS A WHOLE - GENERAL DISORDERS ANAPHYLACTIC REACTION

FOOD REACTIONS Inferaction -Food

3 System Organ Class: IWWHO Adverse Reaction Term:
0 CENTR & PERIPH NERVOUS SYSTEM DISORDERS COMA
I BODY AS A WHOLE - GENERAL DISORDERS ANAPHYLACTIC REACTION
Y Total No. of reports 1
@ Total No. of reports with futal outcome
=

CAVEAT: The vast majority of reports on which this summary is based are submitled by health practitioners and (o a Jesscr extent laypersons. Each report represents the suspicion,
opinion or observation of the individual reporter. Causc and effect relationships have not been established in the vast majority of reporis submitted. The information contained in these .
reports to the Health Canada is raw information and has not been scientifically or otherwise verified as (0 cavse and eiYect rejationship by Health Canada scicntists. Only a small April 12, 1999
gmponwn of sys?wtcd adverse reaclions are reported o the program, consequently this information st not be used to estimate the incidence of adverse reactions. Reports submitted
y pharmaccutical manufacturers are included in this ssmmary. This summary conlains unpublished data and is provided to you wilh the understanding that this data will be used only Page ! of |
o within your-immediate organization. Produccd by; >Adverse Deug Reaction Reporting Unit, Bureav.of Diug Survcillance, Therapeutic Products Programme. . . - ..o - BT e T

LT8PBTIBIBT 0L SE£0 AS6 £T9 IFONGTIINANS 9Nad 9 ¥4 2k:vl 66 £1 ddd

vé-co’d



Canadian Adverse Drug Reaction Monitoring Program

Summary of Re
Active Ingredient:

orted Adverse Drug Reactions
oratadine as ""Interactiondrug”

All Reports received and entered into database beforeApril 12,1999

Dosage
form

Duration of treatment

Drug Envolvement Dose of drug Outcome

JS SYSTEM DISCRDERS
Continuing on Drug

03 Day(s)

Recovered without sequelac

Interaction-Prug 10.00 Milligrams | Daily ¥
WHO Adverse Reaction Term. ‘
MIGRAINE

Conconitant 1.00 Dosage form { Daily

AR DISORDERS
ERAL DISORDERS
AR DISORDERS

ERAL DISORDERS
ERAIL DISOCRDERS
AR DISORDERS
ERAL DISORDERS
AR DISORDERS
AR DISORDERS
AR DISORDERS
AR DISORDERS
AR DISORDERS

ERAL DISORDERS
ERAL DISORDERS
AR DISORDERS
AR DISORDERS
AR DISORDERS
AR DISORDERS

Recovered with sequelac
Interaction -Drug 1.00 Dosage form 1 Daily
WHO Adverse Reaction Term:
HEARING IMPAIRED
CONDITION AGGRAVYATED
TINNITUS
Interaction -Drog 1.00 Dasage form 2 Daily
WHO Adverse Reaction Term:
CONDITION AGGRAVATED
CONDITION AGGRAVATED
TINNITUS
CONDITION AGGRAVATED
TINNITUS
HEARING IMPAIRED
TINNITUS
HEARING IMPAIRED
HEARING IMPAIRED
Interaction-Drug
WHO Adverse Reaction Term:
CONDITION AGGRAVATED
CONDITION AGGRAVATED
HEARING IMPAIRED
HEARING IMPAIRED
TINNITUS
TINNITUS

(oS

is based are submitted by health practitioners and to a lesser extentlaypersous. Each report represents the suspicion,

v
ffect relationships have not b

een established in the vast majority_ of reporissubmitted. The information contained in these

en scientifically or otherwise verificd as to cause and effect relationship by Health Canada scientisis. Only a small April 12, 1999
ro%__ram. consequently this information rmust not be used to estim ate (he incidence of adverse reactions. Rc{mnssubmiued

his summiary contains vnpublished data and is provided to you wil the understanding that this data wi
rug Reaction Reporting Unit, Burcau of Drug Surveillance, Therapeutic Products Programme. . .
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1 be used only Page 1| of 4
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Case report Drug Age Sex
- number name
-rrl - S R _
|_iQ72628 23 Year(s) TFemale
2 CLARITIN 3
g Sy srerrn Orgarnt C. las.s:
- CENTR & PERIPH NERVOUS &
=4 OVRAL
080689 45 Ycear(s) Female
3 CLARITIN
o Systermn Organ Class:
w HEARING AND VESTIBULAR
' BODY AS A WHOLE - GENER.
= HEARING AND VESTIBULAR
E SELDANE
N Sy srern Orgart Class:
= BODY AS A WHOLE - GENER./

BODY AS A WHOLE - GENER.
HEARING AND VESTIBUL AR
BODY AS A WHOLE - GENER/
HEARING AND VESTIBULAR
HEARING AND VESTIBULAR
HEARING AND VESTIBULAR
HEARING AND VESTIBULAR
HEARING AND VESTIBULAR
TAGAMET
: Systern Organ Class:
BODY AS A WHOLE - GENERY
BODY AS A WHOLE - GENER/
HEARING AND VESTIBULAR
HEARING AND VESTIBULAR
HEARING AND VESTIBULAR
HEARING AND VESTIBULAR

A
'AVEAT: The vast majority of reports on which this summary is 1
pinion or observation of the individual reporter. Cause and effec!
:ports to the Health Canada is raw information and has not been s¢
roportion of suspected adverse reactions are reported to the progr
ytﬁ_harrnaccutica manufacturers are included in this summary. !
‘ithin your immediate organization.. Produced by: Adverse, Erug
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Canadian Adverse Drug Reaction Monitoring Program
Summary of Reported Adverse Drug Reactions

Active Ingredient:

oratadine as "Interaction drug"

All Reports received and entered into database before April 12, 1999

Wger: 17

Case report Drug Age Sex Dosage Duration of freatment Drug Involvement Dose of drug Outcome
number  DAMCE form
——— R
0084173 70 Year(s) Female
CLARITIN Interaction -Drug 10.00 Milligeams g)
System Organ Class: WHO Adverse Reaction Term: ‘
CARDIOVASCULAR DISORDERS, GENERAL ECG ABNORMAL SPECIFIC
HEART RATE AND RHYTHM DISORDERS TACHYCARDIA ATRIAL
HEART RATE AND RHYTHM DISORDERS TACHYCARDIA VENTRICULAR
GRAVOL Interaction -Drug 3.00 Grams
System Organ Class: WHO Adverse Reaction Term:
HEART RATE AND RHYTHM DISORDERS TACHYCARDIA ATRIAL
CARDIOVASCULAR DISORDERS, GENERAL ECG ABNORMAL SPECIFIC
HEART RATE AND RHYTHM DISORDERS TACHYCARDIA VENTRICULAR
COUMADIN Concomitant 2.50 Milligrams
LANOXIN Concomitant 0.25 Milligrams
LASIX Concomitant 20.00 Milligrams
0084437 20 Year(s) Female
CECLOR 06 Day(s) Interaction -Devg 750.0 Milligrams { Daily

System Organ Class:

HEART RATE AND RHYTHM DISORDERS
BODY AS A WHOLE - GENERAL DISORDERS
BODY AS A WHOLE - GENERAL DISORDERS
HEART RATE AND RHYTHM DISORDERS

CLARITIN

System Organ Class:

BODY AS A WHOLE - GENERAL DISORDERS
HEART RATE AND RHYTHM DISORDERS
HEART RATE AND RHYTHM DISORDERS
BODY AS A WHOLE - GENERAL DISORDERS

10 Day(s)

WHO Adverse Reaction Term:
PALPITATION
CHEST PAIN
SYNCOPE
TACHYCARDIA

Interaction -Drag 10.00 Milligrams 1 Daily
WHO Adverse Reaction Term:
CHEST PAIN
PALPITATION
TACHYCARDIA
SYNCOPE

CAVEAT: The vast majorily of reports on which this sammary is based are submitied by health practitioners and to a lesser extend laypersons. Each [Igﬁon represents the suspicion,

opinion or abservation of the individual reporter. Cause and cffect relationships have nat been establishied in the vast majorily of reports subniitied.

¢ information comtained in these

reports to the Health Canada is raw information and has not been scientifically or otherwise verified as to cause and effect relationship by Mealth Canada scientists. ()n’l(v a small

raportion of suspected adverse reactions are reported to ihe

ram, consequently this inforimation must not be wsed to estimate the incidence of adverse reaclions,

orts submitted

! A =Pt Prograf \ ; ] ! ) ) . ¥
y pharmaceulical manufacturers are included in this summar .OGrms summary confains vopublished data and is provided 10 you with the understanding that this data wuﬁ be used only
within your immediate organization, Produced by: Adverse Drug Reaction Reporting Unil, Bureau of Drug Surveillance, Therapeutic Products Programme, :

April 12, 1999

Page 2 of 4
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Canadian Adverse Drug Reaction Monitoring Program
Summary of Reporied Adverse Drug Reactions
Active Ingredicnt: Loratadine as "Interaction drug"
Al Reports received and enfered into database before April 12,1999

Case report Drug Age Sex Dosage Duration of treatment Drug Involvement Dose of drug Outcome
number  name form
N R A
0086653 3 Yenr(s) Female Recovered with sequelae
CLARITIN 03 Week(s) Interaction -Drug 5.00 Milligrams 1 Daily {
System Organ Class: WHO Adverse Reaction Term: ‘
PSYCHIATRIC DISORDERS SLEEP DISORDER
CENTR & PERIPH NERVOUS SYSTEM DISORDERS HYPERKINESIA
PSYCHIATRIC DISORDERS EMOTIONAL LABILITY
INTAL 23 Day(s) Concomitant 3.00 Dosage (orm 3 Daily
0087094 30 Yerr(s) Temale Recovered without sequclac
CLARITIN Interaction -Drug 10.00 Milligrams
System Organ Class: WHO Adverse Reaction Term:
CENTR & PERIPH NERVOUS SYSTEM DISORDERS CRAMPS LEGS
RESPIRATORY SYSTEM DISORDERS DYSPNOEA
BODY AS A WHOLE - GENERAL DISORDERS FATIGUE
MUSCULO-SKELETAL SYSTEM DISORDERS ARTHRALGIA
MINOCIN 06 Day(s) Interaction -Drug 150.0 Milligrams
System Organ Class: WHO Adverse Reaction Term:
MUSCULO-SKELETAL SYSTEM DISORDERS ARTHRALGIA
CENTR & PERIPH NERVOUS SYSTEM DISORDERS CRAMPS LEGS
BODY AS A WHOLE - GENERAL DISORDERS FATIGUE
RESPIRATORY SYSTEM DISORDERS DYSPNOEA
0087319 - Female Recovered without sequelac
CLARITIN EXTRA Interaction -Drug 2.00 Dosage form
System Organ Class: IWHO Adverse Reaction Term:
CENTR & PERIPH NERVOUS SYSTEM DISORDERS MYOCLONUS
MANERIX Interaction -Drug 300.0 Milligrams 2 Daily

System Organ Class:
CENTR & PERIPH NERVQUS SYSTEM DISORDERS
CLARITIN

WHO Adverse Reaction Term:
MYOCLONUS
Other As necessary

—

CAVEAT: The vast mujority of reports on which ihis summaty is based ace submitied by heallh practitioners and to & lesser extent laypersons, Each report represents the suspicion,

opinion or observation of the individual reporicr, Cause and cffect relationships have not been esiblished in the vast majorily of reports submined. The information contained in these
reporis fo the Health Canada is raw information and has not been scicatifically or ofherwise verified as (o cause and effect relationship by Health Canada scicntists, Onlll' a small

oportion of suspected adverse reactions are reporied to the pro%?lm, consequently this in€ormation must not be used 1o estimale the incidence of adverse reaclions.
¥

y pharmaceutical manufactugers are included in this snmmaré.
within your inmediate organization. Produced by: Adverse

uipmaty contuing unpublished data and is provided 1o you with the understanding that this data wi
rug Reaction Reporting Unil, Bureau.of Drug Surveillance, Therapeutic Producls Programme, .

April 12, 1999

c{mrlssubmiued p 3of4
age 3o

1 be used only
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Canadian Adverse Drug Reaction Monitoring Program
Sumnary of Reported Adverse Drug Reactions
Active Ingredient: Loratadine as "Inteyaction drug”
All Reports received and enfered into database before April 12, 1999

Case report Drug Age Sex Dosage Duration of treatment Drug Involvement Dose of drug Outcome
-0 pumher  name form
™ —————
i 0087961 - Mile
e CLARITIN Continuing on Drug Interaction -Drug 10.00 Miltigeamy #}
o System Organ Class: WHO Adverse Reaction Term: l
-, BODY AS A WHOLE - GENERAL DISORDERS UNEXPECTED THERAPEUTIC EFFECT
i PROZAC Continuing on Drug Interaction -Drug
System Organ Class: WHO Adverse Reaction Term:
T BODY AS A WHOLE - GENERAL DISORDERS UNEXPECTED THERAPEUTIC EFFECT
-;gﬂl 18505 46 Year(s) Mule Unknown
o CLARITIN EXTRA 2 Day(s) Interaction -Drug 1 Dosage form 2 Daily
) System Organ Class: WHO Adverse Reaction Term:
= PLATELET,BLEEDING & CLOTTING DISORDERS HAEMORRHAGIC DISORDER
N COUMADIN ’ Countinuing on Drug 1nteraction -Drug 7 Milfigrams Daily
3 System Organ Class: WHO Adverse Reaction Term:
= PLATELET,BLEEDING & CLOTTING DISORDERS HAEMORRHAGIC DISORDER
ASPIRIN CHILDRENS Continuiag on Drug Concomitant 1 Dosage form { Daily
0119061 43 Year(s) Male

CLARITIN EXTRA

System Organ Class:

SKIN AND APPENDAGES DISORDERS
COUMADIN

System Organ Cluss:

SKIN AND APPENDAGES DISCRDERS
ASPIRIN CHILDRENS

2 Day(s)

Continuing on Drug

Continuing on Drug

{nteraction -Drug 1 Dosage form 2 Daily
WHO Adverse Reaction Term:
RASH HAEMORRHAGIC

Interaction -Drug 5 Milligrams 1 Daily
WHO Adverse Reaction Term:
RASH HAEMORRHAGIC

Concomitant 1 Dosage form 1 Daily

Total No. of reports

Total No. of reports with fatal outcome

CAYEAT: The vast majority of reports on which this summary is bascd are submitted by health practitioners and 10 a lesser extent laypersons. Each report represents the suspicion,
opinion or observation of tie individual reporier. Cause and effect relationships have not been established fa the vast majority of reports submitied. The information contained in these
reports to the Health Canada is raw informalion and has not been scientifically or otherwise verified as to cause and effect retationship by Healih Canada scicntists. Only a small

Eropom‘on of su ] cporl
y pharmaceutical manufacturers are included in this summalg.
within your immediate.organization._ Praduced by: . Adverse Dr

ccled adverse reactions ase regported to the pw%ga_m, consequently this information must not be used o estimate the incidence of adverse reactions.
his summary contains unpublished data and is provided to you with the understanding that this data will be used only
ug Reaction Reporting Unil, Buresu of Drug Surveillance, Therapeutic Products Programme.. . .

orls submitied

10

[

April 12, 1999
Page 4 of4

LT8P@ATI8TBT 0L SE£@ AS6 €T3 IONUTIIINNNS IMd 8 ad £v:pT 66« £ ddY

@c-98°d



Canadian Adverse Drug Reaction Monitoring Program
Summary ochgortcd Adverse Drug Reactious
Active Ingredient: Cetirizine
All Reports received and entered into database beforeApril 12,1999

Dosage Puration of treatment Drug Xnvolvement Dose of drug Outcome
form

Suspected 10.00 Milligrams a
WHO Adverse Reaction Term:
VISION ABNORMAL

Recovered without sequelae
Suspected 10.00 Milligrams
WHO Adverse Reaction Term:
S SYSTEM DISORDERS PARAESTHESIA

IDROWSINESS
C onconitant 500.0 Milligrams

Concaonitant
Conconitant -

Suspected 10.00 Milligrams
WHO Adverse Reaction Term:
SOMNOLENCE

C oncomitant

Susyected 10.00 Milligrams
MHO Adverse Reaction Term:
TEM DISORDERS MYALGIA
S SYSTEM DISORDERS MUSCLE STIFFNESS

Swus pected 10.00 Milligrams

WHO Adverse Reaction Term:
LOTTING DISORDERS THROMBOCYTOPENIA

Sus pected

MHO Adverse Reaction Term:
S SYSTEM DISORDERS CONVULSIONS

+ is based are submitted by health practitioners and to a lesser extent laypersons. Each report represents the suspicion,
ffect relationships have not been_cestablished in the vast majority of reporls submitied. The information contained in these .
:n scientifically or otherwise veriftied as to cause and effect relation ship by Health Canada scientists. Only a small April 12, 1999
‘ogram, consequently this information must not be used to estimate the incidence of adverse reactions. c&wmsubmined

his summary contains unpublished data and is provided to you with the undcrstanding that this data will be used only Page i of 14
rug:Reaction: Reporting-Unit, Burcau of Drug Surveillance, Therapeutic Products Programme. : : R g -
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Case report Drug Age Sex
number name
-iT —— —— —
T8 G2ZO 42 Year(s) Female
< REACTINE
8 System Orgcir Class.:
= VISION DISORDERS
D_(r,;‘78825 43 Year(s) Fermale
REACTINE
D Systerr: Organ Class:
? CENTR & PERIPH NERVOUS £
o PSYCHIATRIC DISORDERS
| ALLBEE WITH C
= ALLERGY INJECTION
I TYLENOL
i§30966 29 Year(s) Female
REACTINE
Systerm Orgarr Class.
PSYCHIATRIC DISORDERS
HYDROXYZINE
081394 - Male
REACTINE
Systerm Orgarnn Class:
MUSCULO-SKELETAL SYSTE
CENTR & PERIPH NERVOUS =
D86041 4 Year(s) Female
REACTINE
System Orgarn Class:
PLATELET,BLEEDING & CLO
286042 . 25 Year(s) Male

REACTINE
Sysrem Orgarn Class:
CENTR & PERIPH NERVOUS <&

—

AVEAT: The vast majority of reports on which this summary is |
rinion or observation of the individual reporter. Cause and effec
ports to the Health Canada is raw information and has not been s«
oportion of suspected adverse reactions are reported to the progr
- pharmaceutical manufacturers are included in this summary. Ei“l

2o =thinsry.our immediate: organization..:Broduced-by.-~Adwverse:Drug

=l



Canadian Adverse Drug Reaction Monitoring Program
Summary of Reported Adverse Drug Reactions
Active Ingredient: Celirizine
All Reports received and enfered into database before April 12,1999

Case report Drug Age Sex Dosage Duration of treatment Drug Involvement Dose of drug Qutcome
o Pumber  name form
m — - _ — -
ﬁ 0086043 53 Yeae(s) Female
= REACTINE Suspected 5.00 Milligrams JF?]
5 System Organ Class: WHO Adverse Reaction Term: ‘
-, BODY AS A WHOLE - GENERAL DISORDERS WITHDRAWAL SYNDROME
A CENTR & PERIPH NERVOUS SYSTEM DISORDERS WITHDRAWAL HEADACHE
PROVERA Concomitant
3 0086300 34 Year(s) Female Recovered without sequclac
a REACTINE Suspected 10.00 Milligrams
;3 System Organ Class: WHO Adverse Reaclion Term:
GASTRO-INTESTINAL SYSTEM DISORDERS NAUSEA
= BODY AS A WHOLE - GENERAL DISORDERS WITHDRAWAL SYNDROME
N GASTRO-INTESTINAL SYSTEM DISORDERS VOMITING
N RESPIRATORY SYSTEM DISORDERS SPUTUM INCREASED
* 0086454 - Female Recovered without sequelae
REACTINE Suspected 10.00 Milligrams 2 Daily
System Organ Class: WHQO Adverse Reaction Term:
SKIN AND APPENDAGES DISORDERS SWEATING INCREASED
GASTRO-INTESTINAL SYSTEM DISORDERS FAECAL ABNORMALITY NOS
SKIN AND APPENDAGES DISORDERS SKIN COLD CLAMMY
CENTR & PERIPH NERVOUS SYSTEM DISORDERS MIGRAINE AGGRAVATED
BODY AS A WHOLE - GENERAL DISORDERS CHEST PAIN
HEART RATE AND RHYTHM DISORDERS ARRHYTHMIA
PSYCHIATRIC DISORDERS ANXIETY
0086660 19 Year(s) Female Reoovered without sequelae
REACTINE Suspected 10.00 Milligrams | Daily
System Organ Class: WHO Adverse Reaction Term:
SKIN AND APPENDAGES DISORDERS URTICARIA

“—

CAVEAT: The vast majorily of reparts on which this summary is based are submiited by health practitioners and (o a lesser extent laypersons. Each report represents the suspicion,

opinion or observation of the. individual reporter. Cause and cffect refationships have not been established in the vast majority of reports submitted. The information containcd in these
reports to the Health Canada is raw information and has not been scientitically or otherwise verified s to cause and effecl relgtionstip by Health Canada scientists. Only a small
roporiion of susgao!cd adverse reactions afe reported fo the pro%ram. consequently this information must no( be used to estimate the incidence of adverse reactions.
y rers . This summary confains unpublishied data and is provided o you with the understanding that this data w
. - within your.immediate. orgunization. - Produced by: Adverse Drug-Reaction Reporting -Unit,: Buregu of Drug Surveiltauce, Therapeutic Products Programme. - - :

y pharmaceutical manufaciurers are included in this summar

April 12, 1999

orls submilted
ill be used only
g PR ENE SR IS0
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Canadian Adverse Diug Reaction Monitoring Program
Summarv of Reported Adverse Drug Reactions
Active Ingredien(; Cetirizine
All Reports received and entered into database before April 12, 1999

Case report Drug Age Sex Dosage Duration of treatment Drug Involvement Dose of drug Outcome
o humber  hame form
7] eomms— N E——— - — S
91 0088178 55 Year(s) Male Recovered without sequelne
< REACTINE Suspected !
= System Orgun Class: WHQ Adverse Reaction Term:
. CARDIOVASCULAR DISORDERS, GENERAL HEART DISORDER
< RESPIRATORY SYSTEM DISORDERS DYSPNCEA
BODY AS A WHOLE - GENERAL DISORDERS CHEST TIGHTNESS OF
D AN’HBIO’]‘[C(S) Concomitant
2 ACETYLSALICYLIC ACID ENT CT Treatment
n ATENOLOL Treatment
: HEPARIN Treatment
- NITROGLYCERIN Treatment
HIN
» 0088803 30 Yenr(s) Female Recovered without sequelae
B PROZAC 05 Day(s) Suspected 1.00 Dosage form | Daily
= System Organ Class: WHO Adverse Reaction Term:
RESPIRATORY SYSTEM DISORDERS DYSPNOEA
HEART RATE AND RHYTHM DISORDERS TACHYCARDIA
REACTINE 13 Day(s) Suspected 1.00 Dosage form | Daily
System Organ Class: WHO Adverse Reaction Term:
RESPIRATORY SYSTEM DISORDERS DYSPNOEA
HEART RATE AND RHYTHM DISORDERS TACHYCARDIA
0116754 14 Year(s) Female Unknown
REACTINE Suspected 120 Mifligrams First dose
System Organ Class: WHO Adverse Reaction Term:
HEART RATE AND RHYTHM DISORDERS TACHYCARDIA
PSYCHIATRIC DISORDERS SUICIDE ATTEMPT
CENTR & PERIPH NERVOUS SYSTEM DISORDERS TREMOR
PSYCHIATRIC DISORDERS SOMNOLENCE
PSEUDOEPHEDRINE HCL I Day(s) Concomifant 360 Milligrams First dose

—

CAVEAT: The vast majority of reports on which this summary is based are submitted by health practitioners and (o a lesser extent laypersons. Each report represents the suspicion,

opinion or observation of the individual reporter. Causc and effect relationships have not been eslablished in the vast majority of reports submitted. The information contained in these
rcports W the Health Canada is raw information and has aot been scicntifically of otherwise verified as t cause and effect relationshtp by Health Canada scientists. Only a small
Bropormm of susqccle,d adverse reaclions are reported to the program, consequently this inforniation must oot be used to estimate the incidence of adverse reactions. Reports submitted
| : N rers is summary contains unpublished data and is provided o you with the understanding that this data wﬁ
.- Within your immediate organization.::Produced:-by:.- Adverse Drug Reaction Reporting :Unil, Burean.of Drug SurveillanceTherapeutic Products Programmes: . oms e ke ts SE o ahiEfiu mdiai s 100

y pharmaceutical manufacturers are included in this summary.

April 12, 1999
1 be used only
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Canadian Adverse Drug Reaction Monitoring Program
Summary of Reported Adverse Drug Reactions
Active Ingredient: Cefirizine
All Reports received and enfered into database before April 12,1999

D

Case report Drug Age Sex Dosage Duration of treatment Drug Involvement Dose of drug Outcome 3
name form

o  number .

m M - N - W

ﬁ 0116771 61 Female Recovemd with sequelac -

< REACTINE 26 Day(s) Suspected 10 Milligrams Daily b 03]

5 System Organ Class: WHQ Adverse Reaction Term: ~

- BODY AS A WHOLE - GENERAL DISORDERS RIGORS N

= VASCULAR (EXTRACARDIAC) DISORDERS FLUSHING :

BODY AS A WHOLE - GENERAL DISORDERS MALAISE i)

D LOSEC Concomitant 20 Milligrams Daily o]

% PLENDIL Continuving on Drug Concomitant 10 Milligrams Daily %

- PREPULSID Other 20 Milligrams 2 Daily c

) 0116801 68 Ycar(s) Female Recovered without sequelac 8

= REACTINE Suspected 10 Milligrams First dose a

o System Organ Class: . - ; WHQO Adverse Reaction Term:- g

D HEART RATE AND RHYTHM DISORDERS PALPITATION o

= RENEDIL Suspeeted 5 Milligrams Daily 2

System Organ Class: WHO Adverse Reaction Term: m

HEART RATE AND RHYTHM DISORDERS PALPITATION o

ACETAMINOPHEN Concomitant 1000 Milligrams Daily o

0116802 40 Year(9) Female Reoovered without scquelac A

REACTINE 1 Day(s) Suspected 10 Milfigrams First dose ;

System Organ Class: WHO Adverse Reaction Term: LL:II

RESPIRATORY SYSTEM DISORDERS BREATHING DIFFICULT ul

CARDIOVASCULAR DISORDERS, GENERAL HYPOTENSION o

SKIN AND APPENDAGES DISORDERS URTICARIA ACUTE .

@

o)

1

-

®

5

od)

=

_\]

.
[
(]
- N
CAVEAT: The vast majority of reports on which this sunmary is based are submitted by health practitioners and to a fesser exten laypersons. Each le|pon represents (he suspicion, &
opinion or observation of the individual reporter. Cause and efTect relationships have not been established in the vast majority of reports submitied, The information contained in these .
reports b the Health Canada is raw information and has not been scientifically or otherwise verified as to canse and effeci relationship by Health Canada scientists. Only a small April 12, 1999
roportion of suspected adverse reactions are reported o the plogrra.m, oonscquently this information must not be used to estimate the incidence of adverse reactions. orts submiteed
y pharmaccutical manutacturers are included in this summary. This summary conlains unpublished data and is provided to you with the understanding that this data will be used only Page4 of 14
o - withinyoueimmediate organization.. Produced by :Adverse. Ding:Reaction Reporting. Unit, Bureau-of Drug Surveillance; TherapeuticProducts Programmic: i s i, T rgarbuimssifs Mmam 77 Ui | iy o)
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Canadian Adverse Drug Reaction Monitoring Progmm
Sutmrary of Reported Adverse Drug Reactions
Active Ingredient: Cetirizine
All Reports received and entered into database before April 12, 1999

Case report Drug Age Sex Dosage Duration of treatment Drug Involvement Dose of drug Quicome
number  Rame form
AR A R T N
0116820 38 Year(s) Female Recovered without sequefac
LAMISIL 4-5 Day(s) Suspeeted ‘i’?
System Organ Class: WHQ Adverse Reaction Term:
HEART RATE AND RHYTHM DISORDERS PALPITATION
GASTRO-INTESTINAL SYSTEM DISORDERS NAUSEA
VASCULAR (EXTRACARDIAC) DISORDERS FLUSHING
REACTINE Suspected 5 Milligrams
System Organ Class: WHO Adverse Reaction Term:
GASTRO-INTESTINAL SYSTEM DISORDERS NAUSEA
VASCULAR (EXTRACARDIAC) DISORDERS FLUSHING
HEART RATE AND RHYTHM DISORDERS PALPITATION
0116842 TT Year(s) Male - . Reoovered without sequelac
REACTINE 1 Day(s) Suspected 10 Milligrams Daily
System Organ Class: WHO Adverse Reaction Term:
SKIN AND APPENDAGES DISORDERS HIVES
BODY AS A WHOLE - GENERAL DISORDERS CONDITION AGGRAVATED
0116847 44 Year(s) Male Not yet recovered
REACTINE 24 Hours(s) Suspected 10 Mifligrams Daily
System Organ Cluss: WHO Adverse Reaction Term:
CENTR & PERIPH NERVOUS SYSTEM DISORDERS CONVULSIONS
0116849 30 Year(s) Femalc DOnknown
REACTINE 2 Year(s) Suspected 10 Milligeams  Daily

System Organ Cluss:
LIVER AND BILIARY SYSTEM DISORDERS

WHO Adverse Reaction Term:
LIVER ENLARGEMENT

ACETAMINOPHEN Contlinuing on Drug Concomitant
AMITRIPTYLINE Conlinuing on Drug Concomifant
NIZATIDINE Continuing on Drug Concomitant
TERFENADINE Other

[,

CAVEAT: The vast majority of reports on which this summary is based are submitted by health practitioners and (o 2 lesser extent laypersons. Each report represents the suspicion,
opinion or observation of (he individual reporter. Cause and effect relationships bave nol been established in the vast majotity ol reports submitted. The information contained in (hese .
reports (0 the Health Canada is raw information and has not been scientificaily or othenwise verified as to canse and effect relationship by Health Canada scientists. Only & small April 12, 1999
roportion of s_us;:caod adverse reactions are veported to the program, consequently this information must not be used (o estimate the incidence of adverse reactions. xfc orfs submilicd
y pharmaceutical his sminmary containg unpublished data and is provided (0 you with the understanding that this data wiﬁ be used only Page S of 14
ug«Reaction-Reporting-Unit, Bureau-oFDrug Surveiltan cer Thermpeulio Produets Programinne; siim: o « ot e SR i S o e Rl W ST

manufacturers are included in this sutnmary.
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Canadian Adverse Drug Reaction Monitoring Program
Summary ofReqorted Adverse Drug Reactions
Active Ingredient: Cetirlzine
All Repor(s received and en(ered into database before April 12,1999

JWIL d3AI3D3Y
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System Organ Class:
BODY AS A WHOLE - GENERAL DISORDERS

Case report Drug Age Sex Dosage Duration of treatment Drug Involvement Dose of drug Outcome
number  Rame form
R _ .
0116850 - Femnle Recovered without sequelae
REACTINE Suspected 10 Milligrams Daily 7]

WHO Adverse Reaction Term:
EFFICACY, LACK OF

W2y 11

GASTRO-INTESTINAL SYSTEM DISORDERS ABDOMINAL PAIN
GASTRO-INTESTINAL SYSTEM DISORDERS HYPERSALIVATION
BODY AS A WHOLE - GENERAL DISORDERS CONDITION AGGRAVATED
GASTRO-INTESTINAL SYSTEM DISORDERS DIARRHOEA
CORTICOSTEROID(S) Treatment
GAVISCON Trealment
1 Year(s) Miale
REACTINE _ 3 Week(s) Suspected S Milligrams Daily
System Organ Class: WHO Adverse Reaction Term:

CENTR & PERIPH NERVOUS SYSTEM DISORDERS
PSYCHIATRIC DISORDERS
PSYCHIATRIC DISORDERS

SABRIL

TEGRETOL

APHASIA MOTOR
LETHARGY
SOCIAL DEGENERATION

Concomitant
Concomitant

LIBPRTISSTIST OL SE8@ ASE €T3 AONGTIIINMNS 9nid g 34 SP:vl 66« £1 ddY
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CAVEAT: The vast majority of reports on which this summary is based are submitted by heulth practitioners and (0 a lesser extent laypersons. Lach report represeats the suspicion,
opinion or observation of the individual reporter. Cause and effect relationships have not been cstablished in the vast majority of reports submitted. The information contained in (hese .
reports to the Health Canada is raw information and has not been scientifically or otherwise verified as 1o cause and effect relationship by Health Canada scientists. Only a small April 12, 1999
ropostion of s.usngectcd adverse rcactions are reported to the pro‘%am, consequently this imfosmation must not be used to estimate the incidence of adverse reactions. l{c oris submitted
y pharmaceutical manufacturers are included in this summary, This summary contains unpublished data and is provided to you with the understanding that this data will be used only
g within yourdmmediateosganizations Producadchy: :AdverseDiug-Reaction:Reporting=Uoil; :Burean-ol Drug Surveillance,-Therapeutic: Prodwcts Programme. ==+ et e
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Canadian Adverse Drug Reaction Monitoring Program
Summary of Reported Adverse Drug Reactions
Active Ingredient: Cetirizine
All Reports received and entered into database before April 12, 1999

Case report Drug Age Sex Dosage Duration of treatment Drug Involvement Dose of drug Outcome

o  Dumber  name form
M one- _ o A —
rq ﬁrﬁl 13 - Female Unknown
< BRICANYL Suspected Daily F
o System Organ Class: WHO Adverse Reaction Term:
. FOETAL DISORDERS MISCARRIAGE
A FLONASE Suspected 4 Daily

System Organ Class: WHO Adverse Reaction Term:
D FOETAL DISORDERS MISCARRIAGE
3 FLOVENT Suspected
- System Organ Class: WHO Adverse Reaction Term:
: FOETAL DISORDERS MISCARRIAGE
—_ PREPULSID Suspected 2 Dosage form Daily
- System Organ Class: ., WHO Adverse Reaction Term: -
D FOETAL DISORDERS " MISCARRIAGE N
L REACTINE Suspected 3 Weekly

System Organ Class: WHO Adverse Reaction Term:

FOETAL DISORDERS MISCARRIAGE

SALBUVENT Suspected 400 Micrograms Duily
System Organ Class: WHO Adverse Reaction Term:
FOETAL DISORDERS MISCARRIAGE
VITAMIN C Suspected 500 Milligrams
System Organ Class: WHO Adverse Reaction Term:
FOETAL DISORDERS MISCARRIAGE
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CAVEAT: The vast majority of reports on which this summary is based are submitied by healih practitionecs and (o a lesser extent laypersons. Lach lﬁ{mr( represents the suspicion, &
opinion vr obscrvation of the individual reporter. Canse and effect relationships have not been csiablished in (he vast majority of reports submitted. The information contained in these .
teports to the Health Canada is raw inforniation and has not been scientifically or otherwise verified as to cause and effect relationshep by Health Canada scientists. Only a small April 12, 1999
gropo riion of suspected adverse rcactions are reported to the pmqra;n. vonsequently this information must not be used to estimate the incidence of adverse reactions. cﬁ)ous submitied
y pharmaceutical manufacturers are included in his summary, This summary contains unpublished data and is provided to you with the understanding that this data will be used only Page 7 of 14
acwilhviny ous-immediate-organization - Broduced-by = -Adverse Deug:-Reaction-Reporting:Unity Bureaw-of:Drug Surveillance Flierapetic ProductsiProgratiIne s - =i it 1o s N st Dos sl ot e



Canadian Adverse Drug Reaction Monitoring Program
orted Adverse Drug R eactions

Summary of Re
Active

ngredient: Cetirizine

All Reports received and entered into database before April 12,1999

Dosage PDuration of treatment Dy rug Invoivement Dose of drug Outcome
form
: MR
Not yet recovered
2 Day(s) Suspected S Milligrams Daily rl
WHO Adverse Reaction Term:
RIDERS FACE OEDEMA
NERAL DISORDERS LIPS SWELLING NON-SPECIFIC
DISORDERS ERYTHEMA
Continuing on Drug Concomitant 1500 Milligrams Daily
Continuing on Drug, Concomitant 8 Dosage form Daily
Continuing on Drug, Concomitant 325 Milligrams Daily
Continnuing on Drug Concomitant 2 Milligrams Daily
Continuing on Drug Concomitant 2 Milligrams Daily
- . ---Recovered without sequelae
3-4 Day(s) Suspected 10 Milligrams Daily
WHO Adverse Reaction Term:
PUS SYSTEM DISORDERS LIGHT-HEADED FEELING
TIONAL DISORDERS HYPOGLYCAEMIA
TIONAL DISORDERS BLOOD SUGAR DECREASED
RS CONFUSION
PUS SYSTEM DISORDERS SHAKING
»ECIIN - Continu ing on Drug Concomitant 1 Dosage form 3 Daily
Continuing on Drug Concomitant
Continuing on Drug Concomitant Milligrams Daily
Continuing on Drug Concomitant
Continuing on Drug Concomitant
Continuing on Drug Concomitant
Continuing on Drug Concomitant 3.75 Mifligrams Daily

ary is based are submitted by health practitioners and to a lesser exient laypersons. Each report represents the suspicion,

effect relationships have not been _established in the vast majority of reports submitted. The information contained in (hese

peen scientifically or otherwise verified as to cause and effect relationship by Health Canada scientists, Onll{asmall
program, consequently this information must not be used to estimale the incidence of adverse reactions. Ke

Ty . his summary comntains unpublished data and is provided to you will the understanding that this data will be used o
ﬂ_<ﬁr.uge:.Re-acuo;nn Reporting . UnitBureausof DrugsSurveillance,; T h erapeutic:Products Programmes svr et s waseemicies

€

orts submitted
oly )
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Case report Drug Age Sex

number name
_

(7139 70 Year(s) Male

REACTINE 'ﬁ
Systern Orgari Class:
URINARY SYSTEM DISORD
BODY AS A WHOLE - GENE
SKIN AND APPENDAGES Dl

ATASOL FORTE

ATROVENT

ENTROPHEIN

IMODIUM

TRILAFON

S124 E g 31 Year(s) ; Male
REACYTINE
Svstrerm Organ Class:
CENTR & PERIPH NERVOUS
METABOLIC AND NUTRITIC
METABOLIC AND NUTRITIC
PSYCHIATRIC DISORDERS
CENTR & PERIPH WERVOUS
ACETAMVMIINOPHEN WITH CODEIX
FLUTICASONE
FLUVOXAMINE
INSULIN IN
INSULIN R
SODPIUM CROMOGLYCATE
ZOPICLONE

=
1

IWIL d3AI303

"ET"ddY

(S
Wogep:11

[N

AVEAT: The vast majority of reports on which this summmary i
pinion or observation of the individual reporter. Cause and eff
:ports to the Health Canada is raw information and has not becen
roportion of su s;l)ected adwverse rcactions are reported to the pro
y pharmaceutical manufacturers are included in this summary.
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- within.your immediate.ocganization.. Prodeced by: . Adverse Drug.Reaction Reporting Unit, Bureau of Drug Survcillance; Thecapeulic Products Programme. == - s

Canadian Adverse Drug Reaction Monitoring Program
Summary of Reported Adverse Drug Reactions

Active Ingredient: Cetirizine

All Reports received and enfered into database before April 12, 1999

Case report Drug Age Sex Dosage Duration of treatment Drug Involvement Dose of drug Outcome
number  name form
I
0118284 26 Year(s) Femalc Ungnown
REACTINE Suspected 10 Milligrams Daily ﬁ
System Organ Class: WHO Adverse Reaction Term:
CENTR & PERIPH NERVOUS SYSTEM DISORDERS HEADACHE
BENADRYL Other
HISMANAL Other
SELDANE Other
0118536 27 Year(s) Female Recovered without sequelae
REACTINE 2 Day(s) Suspected 40 Milligrams Daily
System Organ Class. WHO Adverse Reaction Term:
CENTR & PERIPH NERVOUS SYSTEM DISORDERS CONVULSIONS
DILANTIN ‘ - Countinving on Drug . Concomitant 350 Milligrams Daily
0118702 - Female Unknown
REACTINE Suspected Daily
System Organ Class: WHO Adverse Reaction Term:
COLLAGEN DISORDERS LUPUS ERYTHEMATOSUS SYSTEMIC
COLLAGEN DISORDERS ANTINUCLEAR FACTOR TEST POSITIVE
0118890 45 Year(s) Female Reoovered without sequelae
ZYRTEC same duy Suspeeted 10 Milligrams First dose
System Organ Class: WHO Adverse Reaction Term:
PSYCHIATRIC DISORDERS SLEEPINESS

CAVEAT: The vast majority ol reports on which this summary is based are submilicd by health practitioners and to a lesser extent laypersons. Each report represents the suspicion,

opinion of observation of the individual reporter. Cause and effect relationships have not been established in the vast majority of reports submittcd. The information contained in these

repotts to the Health Canada is raw information aud has not been scientifically or otherwise verified as to cause and cffcci relationship by Health Canada scientists. Only a small
roportion of suspected adverse reactions ar¢ reparicd to the progira;n. consequentty this information must not be used ta estimate the incidence of adverse reactions. Reports submitied
y pharmacewtical manufaciurers are included in this summary. This summary oonlains unpublished data and is provided to you with the understanding that (his data will be uscd only

R ) 1 TR
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" wilhin your immediate ofganization. Produced by: Adverse Drug Reaction Reportiig Unit, Burcau of Drug Surveillance, Thédipeutic Products Programme. :

Canadian Adverse Drug Reaction Moniloring Program
Summary of Reported Adverse Drug Reactions
Active Ingredient: Cetirizine
All Reports received and entered info database before April 12, 1999

Case report Drug Age Sex Dosage Duration of treatment Drug Involvement Dose of drug Outcome
number  Name form
URE— o L L ]
0119202 - Female Not yetycoovered
REACTINE 5-6 Day(s) Suspected 10 Milligrams Daily ﬂ}
System Organ Class: WHO Adverse Reaction Term:
PSYCHIATRIC DISORDERS PANIC REACTION
PSYCHIATRIC DISORDERS ANXIETY REACTION
PSYCHIATRIC DISORDERS PARANOID REACTION
BODY AS A WHOLE - GENERAL DISORDERS HOT FLUSHES
PSYCHIATRIC DISORDERS INSOMNIA
MARVELON Concomitant Daily
FLONASE Other
AMITRIPTYLINE Treatmemt 25 Milligrams Daily
ATIVAN SUBL . . ) - Treatment 1 Milligrams Asnecessary o
0119494 57 Yean(s) Female Recovered without sequelae
REACTINE 7 Day(s) Suspected 10 Miltigrams Daily
System Organ Class. WHO Adverse Reaction Term:
BODY AS A WHOLE - GENERAL DISORDERS CHEST FULLNESS OF
HEART RATE AND RHYTHM DISORDERS ATRIAL FLUTTER/ FIBRILLATION
HEART RATE AND RHYTHM DISORDERS TACHYCARDIA
LOSEC Continuing on Drug Conconitant
PREMARIN Continuing oa Drug Concomitant 0.625 Milligrams Daily
PULMICORT Continuing on Drug Concomifant
VENTOLIN Countinuing on Drug Conconiitant
ZOPICLONE Continuing on Drug Concomitant 7.5 Milligrams Daily
CLARITIN Other

CAVEAT: The vast majority of reporis on which (his summary is based are submitied by health practitioners and to a fesser extent laypersons. Each report represents the suspicion,
opinion ot observation of the individual reporter. Canse and effect relationships have not been cstablished in the vast majority of reports submitted. The information contained in these

reports to the Health Canada is raw information and has not been scientifically or otherwise verified as to cause and effeclrelationship by Health Canada scientists. Only a small April 12, 1999
roportion vf s.usqlxectcd adverse reactions are reporied 1o the program, consequently this information must not be used (o estimate the incidence of adverse reaclions. R’c or(s submitted
y pharmaceutical manufacturers are included in this summary. This summary contains unpublished data and is provided to you )vilhnlhc“underslnn_dmg,l],\al__lhi,s»dvg\gk_\p‘" t'lgq(l‘_yx.;qgi‘gljg);ww% e PAe 10014
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Canadian Adverse Drug Reaction Monitoring Program
Summary of Reported Adverse Drug Reactions
Active Ingredient: Cetirizine
All Reports received and entered into database before April 12,1999

Dosage Duration of treatment Drug Involvement Dose of drug Outcome
form
| ___ NN
Recovered grithout scquelse
1 Day(s) Sus pected 10 Milligrams Daily *'?
WVHO Adverse Reaction Term:
M DISORDERS "TACHYCARDIA
AC) DISORDERS F LUSHING
M DISORDERS PALPITATION
S SYSTEM DISORDERS BURNING SENSATION
~RAL DISORDERS FEVER
DERS FACE OEDEMA
T reatment
Week((s) B ‘ ‘ Susprected 5 Milligrams Lvery other day -
W HO Adverse Reaction Term:
~“RAL DISORDERS CHEST PAIN
M DISORIDERS CARDIAC ARREST
M DISORDERS "T'ORSADE DE POINTES
B B Concomitant 650 Milligrams 1 Daily
Concomitant :
Concomitant 25 Milligrams | Daily
C onconitant 30 Milligrams 1 Daily
Concomnitnt 2.6 Milligrams 3 Daily
Not yet 1¢covered
2 Day(s) Suspected 10 Mifligrams Daily
EYHO Adverse Reaction Term:
M DISORDERS ARRHYTHMIA NODAL
Unknown
4 Day(s) Suspected 10 Milligrtams Daily
WHO Adverse Reuction Term:
RS, FEMALE I'NTERMENSTRUAL BLEEDING
Continuing on Drug Concomitant
' s based are submitted by health practitioners and to a lesser extent laypersons. Each rcl{mg! represents the suspicion,
ffect relationships have not been_established in the vast majority of reports submitted. The information contained in these .
*n scientifically or otherwise verified as to cause and effect relation ship by Health Canada scicntisis. Only a small April 12, 1999

ogram, consequently this information must not be used to estimate theincidence of adverse reastions. Reports submitted
. This summary contains unpublished data and is provided to you with the understanding that this data w(ﬁ be used only
rug Reaction Reporting Unit, Buredu of Drug Surveillance, Thcrap cutic Products Programme, T e
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Case report Drug Age Sex
Anumber name
m) S —
ig.96§0 I8 Year(sy gs?emale
g REACTINE {
4 : Systern Organ Class:
g HEART RATE AND RHYTHM I
m VASCULAR (EXTRACARDIAC
HEART RATE AND RHYTHM I
3 CENTR & PERIPH NERVOUS S
2 BODY AS A WHOLE - GENER/
w URINARY SYSTEM DISORDEF
BENADRYL.
1;509_70 77 Xear(s) Male
2 Syster Orgart Class:
BODY AS A WHOLE - GENERY/
HEART RATE AND RAHYTHM 1
HEART RATE AND RHYTHM 1
ACETYLSALICYLIC ACID ENT CT
ALCOHOL
ATENOLOL
NIFEDIPINE
NITRONG SR
IZ21452 80 Year(s) Malc
CETIRIZINE
Systerrr Orgarnt Class:
HEART RATE AND RHYTHM 1
121805 - Female

REACTINE
Systerm Organ Class:
REPRODUCTIVE DISORDERS,
TRIPHASIL

IAVEAT: The vast majority of reports on which this summary is t
pinion or observation of the individual reporter. Cause and effec!
zports to the Flealth Canada is raw information and has not been s«

roportion of sus

[N

ected adverse reactions are reported to the pr

1 1 = L ogr
e e s 7o oY harmaceutical-manufacturers are.included in-this.summar _%"l
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- Canadian Adverse Drug Reaction Monitoring Program

- . Summary of Reported Adverse Drug Reactions

Active lngredient: Cetirizine
All Reports received and eulercd into database before April 12, 1999

Case report Drug Age Sex Dosage Duration of treatment Drug Involvement Dose of drug Outcome
number name form
L
0122315 - Female Recovered without sequclac

BECLOFORTE Suspected _ #
System Organ Class: WHO Adverse Reaction Term: 1
RESPIRATORY SYSTEM DISORDERS THROAT IRRITATION
RESPIRATORY SYSTEM DISORDERS COUGHING
RESPIRATORY SYSTEM DISORDERS THROAT SORE

REACTINE Suspected 10 Milligrams Daily
System Organ Class: WHO Adverse Reaction Term:
RESPIRATORY SYSTEM DISORDERS THROAT SORE
RESPIRATORY SYSTEM DISORDERS THROAT IRRITATION
RESPIRATORY SYSTEM DISORDERS COUGHING

SEREVENT Suspecied 2 Dosage form 2 Daily

System Orgean Class: o WHO Adverse Reaction Term:

RESPIRATORY SYSTEM DISORDERS THROAT SORE
RESPIRATORY SYSTEM DISORDERS THROAT IRRITATION
RESPIRATORY SYSTEM DISORDERS COUGHING

VENTOLIN Suspected As necessary
System Organ Class: WHO Adverse Reaction Term:
RESPIRATORY SYSTEM DISORDERS THROAT SORE
RESPIRATORY SYSTEM DISORDERS THROAT IRRITATION
RESPIRATORY SYSTEM DISORDERS COUGHING

PULMICORT INHALER Other 200 Micrograms 2 Daily

0122316 53 Yeu(s) Male Not yel reocovered

REACTINE Suspected 10 Milligrams Duily
System Organ Class: IWHO Adverse Reaction Term:
REPRODUCTIVE DISORDERS, MALE PERINEAL PAIN MALE
BODY AS A WHOLE - GENERAL DISORDERS PAIN
BODY AS A WHOLE - GENERAL DISORDERS CONDITION AGGRAVATED
APPLICATION SITE DISORDERS SKIN NODULE

LIDEX

Treatment

CAVEAT: The vast majorily of reports on which this summary is based are submitted by health practitioners and to a lesser extent laypersons, Each re
opinion or observalion of the individual reporter. Cause and ¢flcet relationships lrave not been_established in the vast majority of reports submitted. T,
reporis to the Health Canada is raw information and has not been scientitically or otherwise verified as lo cause and effect relationship by Heelth Canada scientists. Only a smaf!

roportion of susqcowd adverse reactions are reported to the ploqram. consequently this information must not be uscd o estimate lhe incidence of adverse reactions. l{c

harmaceutical manufacturers are incluvded in this summar

‘his summar

ort represenls the suspicion,
he information contained in these

April 12, 1999
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| 3 0 Ters umary contains unpublished data and Is provided to you with the enderstanding that this data will be used only
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Canadian Adverse Drug Reaction Monitoring Program
Summary of Reported Adverse Drug Reactions
Active Ingredient: Cetirizine
All Reports received and entered into database before April 12, 1999

Case report Drug Age Sex Dosage Duration of treatment Drug Involvement Dose of drug Outcome
A oumber  hame form
() e MR R A R
m0|22320 t7 Year(s) Male Urknown
fé REACTINE Suspected 10 Milligrams Daily 3‘1}
= System Organ Class: WHO Adverse Reaction Term:
= PLATELET,BLEEDING & CLOTTING DISORDERS THROMBOCYTOPENIA
m PLATELET,BLEEDING & CLOTTING DISORDERS NOSEBLEED
PLATELET,BLEEDING & CLOTTING DISORDERS PETECHIAE
3 VISION DISORDERS CONJUNCTIVAL HAEMORRHAGE
. RANITIDINE Concomitant
W CORTICOSTEROID(S) Treatment
- 0122322 12 Year(s) Female Reoovered without sequelae
. CO-TRIMOXAZOLE Suspected 1 Dosage form 2 Daily
Y System Organ Class: - WHQO Adverse Reaction Term: B
g PLATELET,BLEEDING & CLOTTING DISORDERS NOSEBLEED
FLONASE Suspected 2 Dosage form Daily
System Organ Class: WHO Adverse Reaction Term:
PLATELET,BLEEDING & CLOTTING DISORDERS NOSEBLEED
REACTINE Continving on Drug Suspected 10 Milligrams Daily
System Organ Class: WHO Adverse Reaction Term:
PLATELET,BLEEDING & CLOTTING DISORDERS NOSEBLEED
SUDAFED Suspected 60 Milligrams 3 Daily
System Organ Class: WHO Adverse Reaction Term:
PLATELET,BLEEDING & CLOTTING DISORDERS NOSEBLEED
0122324 69 Year(s) Female Not yel recovered
REACTINE Suspected S MiMligrams 2 Daily
System Organ Class: WHO Adverse Reaction Term:
PSYCHIATRIC DISORDERS DEPRESSION
ATROVENT Concomitant Dosage form 3 Daily
BECLOFORTR Concamitant .Dosage form 3 Daily
TICLOPIDINE Continuing on Drug Concomitant 250 Milligrams 2 Daily
VENTOLIN Concumitant Dosage form 4 Daily

CAVEAT: The vast majority of ceports on which this summary is based are submitted by health practitioners and to a Jesser extent laypersons. Each report represents the suspicion,
opinion or observation of the individuaf reporter. Causc and cffect relationships have not been established in the vast majority of reports submitcd. I

reports to the Health Canada is raw information and has not been scientificafly or otherwise veritied as to cause and effect relationship by Health Canada scientists. Only a sniall
glopomon of suspected adverse reactions are reported (0 the program, consequently this information must not be used o estimate the incidence of adverse teactions. I{c

his summary. contains unpublished data and is provided.to you with the understanding. that this data will be used only
g Reaclion Reporting Unit, Burcaw of Drug Surveillance, Therapeutic Products Programme. o

Y i"‘)_hannac.:eutic'a manufaclurers are included in this sumina
within your immediate otganization. Pvoduced by: Adverse
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Canadian Adverse Drug Reaction Monitoring Program
Summary of Reported Adverss Drug Reactions
Active ‘;ngredient: Cetirizine
All Reports received and entered into database befo reApril 12,1999

Dosage Duration of treatment Drug Involvement Dose of drug
form

Outcome

Recovered without sequelac

1 Day(s) S uspected 10 Milligrems Dasly
WHQ Adverse Reaction Term:
DEPRESSION

Vi

L/

{

Suspected
WHO Adverse Reaction Term:

'ERAL DISORDERS FATIGUE EXTREME

TERAL DISORDERS CRYING ABNORMAL
S BAD MOOD

Unknown

2 Week(s) Suspected "~ 10 Milligrams Daily
WHO Adverse Reaction Term:
S CONFUSION
FTTONAL DISORDERS HYPONATRAEMIA

C o ncomitant

Concomitant

Concomitant
I reatment

Recovered without sequelae

Total No. of reports 43

Total No. of reports with fulal outcome

ry_is based are submitted by health practitioners and to a lesser extentlaypersons. Back seport represents the suspicion,
€ffect relationships have not been_established in the vast majority_of reporls submitted. T e information contained in these
een scientifically or otherwise verified as to cause and effect relatiouship by Health Canada scientists. Onggasmall
:pro%_r}?m, consequently this information must not be used to estim ate the incidence of adverse reactions. Reports submilted

Dirug Reaction Reporting - Unit, Bureau of Drug Surveillance, “Therapeutic Producis Programme.
3] >€

April 12, 1999

LTEPATI8TIBT OL SELB LSE £19  IONYTIINANS 9Ndd 9 a4 8p:vT 66« £T ddY

pc-ee d

is summary contains unpublished data and is provided to you vilh he understanding that this data will be wsedonly ~ Page l_4»_o‘fl4 _



Case report Drug Age Sex

A mnumber name

() S ———

Em 40 Year(s) ;% Male

[l REACTINE X

3 a Sy stern Orgarn Class:-

2 PSYCHIATRIC DISORDERS

m122326 - Female

D REACTINE

3 Systern Organ Class:

w BODY AS A WHOLE - GENER

. BODY AS A WHOLE - GENER

- PSYCHIATRIC DISORDERS

-

122495 - - Male

N REACTINE

=< Sysrerm Orgarnn Class:

PSYCHIATRIC DISORDERS
METABOLIC AND WNWUTRITIC

METHOTRIMEPRAZINE
MULTIVITAMINE(RS)
OXAZEPAM
NORMAL SALINE

%

_|

g

[1_3

-U te

o

MAVEAT: The vast majority of reports on which this summary i
p'Pinion or observation of the individual reporter. Cause and &ffe
seports to the Health Canada is raw information and has not been
rToportion of suspected adverse reactions are reported to the pro.
harmaceutical manufacturers arc.included_in this summary.
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